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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  101 

[Docket  No.  91N-0122] 

RIN  0905-AB68 

Food  Labeling:  Nutrition  Labeling  of 
Raw  FruiL  Vegetables,  and  Fish; 
Guidelines  for  Voluntary  Nutrition 
Labeling  of  Raw  Fruit,  Vegetables,  and 
Fish;  Identification  of  the  20  Most 
Frequently  Consumed  Raw  Fruit, 
Vegetables,  and  Fish;  Definition  of 
Substantial  Compliance;  Correction 

agency:  Food  and  Drug  Administration. 
HHS. 

ACTION:  Final  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
final  rule  that  appeared  in  the  Federal 
Register  of  November  27, 1991  (56  FR  ' 
60880],  that:  (1)  IdentiHed  the  20  most 
frequently  consumed  raw  fruit, 
vegetables,  and  fish  in  the  United  States: 
(2)  established  guidelines  for  the 
voluntary  nutrition  labeling  of  these 
foods;  and  (3)  defined  “substantial 
compliance"  with  respect  to  the 
adherence  by  food  retailers  to  those 
guidelines.  The  document  was  published 
with  some  editorial  errors.  This 
document  corrects  those  errors. 
EFFECTIVE  DATE:  November  8. 1991. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jean  A.T.  Pennington,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-260), 
Food  and  Drug  Administration,  200  C  St. 
SW.,  Washington,  DC  20204,  202-245- 
1064. 


SUPPLEMENTARY  INFORMATION:  In  FR 

Doc.  91-27149  appearing  on  page  60880, 
in  the  Federal  Register  of  Wednesday, 
November  27, 1991,  certain  inadvertent 
editorial  errors  were  made  in  the 
appendices.  For  the  convenience  of  the 
reader,  FDA  is  republishing,  with 
corrections,  the  charts  that  appeared  in 
the  appendices  of  that  document. 
Accordingly,  on  pages  60888  through 
60890,  the  following  corrections  to 
Appendix  A  and  Appendix  B  are  made: 

1.  On  pages  60888,  in  Appendix  A,  in 
the  bracketed  heading,  the  word 
“accepted"  is  corrected  to  read 
“provided":  in  the  “Percent  U.S.  RDA" 
column,  “(*)"  is  removed  wherever  it 
appears  and  asterisks  are  added  in  their 
place;  in  the  “Carbohydrates"  column, 
“Carbohydrates"  is  corrected  to  read 
“Carbohydrate":  and  on  page  60889,  in 
the  footnote,  superscript  “1"  is  removed 
and  an  asterisk  is  added  in  its  place. 

2.  On  page  60889,  in  Appendix  B,  in 
the  heading,  the  word  “accepted"  is 
corrected  to  read  “provided";  in  the 
“Carbohydrates"  column, 
“Carbohydrates"  is  corrected  to  read 
“Carbohydrate";  in  the  “Saturated  Fatty 
Acid"  column,  “Fatty  Acid"  is  corrected 
to  read  “Fat";  in  the  1st  column,  the  Ist 
entry  is  moved  up  as  part  of  the  heading 
to  the  1st  column,  and  superscript  “2"  is 
corrected  to  read  superscript  “1";  in  the 
third  entry,  “Pollack"  is  corrected  to 
read  “Pollock":  in  the  5th  entry,  in  the 
“Protein  (g)"  column,  “26"  is  corrected  to 
read  “29":  in  the  5th,  9th,  15th,  and  20th 
entries,  in  the  “Carbohydrates  (g)" 
column,  “0"  is  corrected  to  read  “2,"  “7," 
“4,”  and  “1,"  respectively:  in  the  10th 
entry,  in  the  “Kilocalories"  column, 

"130"  is  corrected  to  read  “70",  and  in 
the  “Fat  (g)"  column,  “7"  is  corrected  to 
read  “1":  in  the  footnote,  superscript  “1" 


is  removed  and  an  asterisk  is  added  in 
its  place;  and  a  new  footnote  is  added 
after  the  1st  footnote  to  read  as  follows: 
“(*)  Assumed  less  than  2%  U.S.  RDA  (no 
data  available)." 

3.  On  the  same  page,  in  Appendix  B, 
in  the  “Percent  U.S.  RDA"  column,  in  the 
subordinate  “Vitamin  A"  column,  the 
lst-8th,  12th,  16th,  18th,  and  20th  entries: 
in  the  subordinate  “Vitamin  C"  column, 
in  the  4th  and  11th  entries:  in  the 
subordinate  “Calcium"  column,  in  the 
2d,  3d,  6th,  11th,  and  13th  entries,  and  in 
the  subordinate  “Iron"  column,  in  the  3d, 
5th,  and  10th  entries,  “(*)"  is  removed 
and  replaced  with  asterisks  (without 
parentheses);  and  in  the  subordinate 
“Vitamin  A"  column,  in  the  9th,  10th, 
17th  entries,  in  the  subordinate  “Vitamin 
C"  column,  in  the  3d,  7th-10th,12th- 
17th,  19th,  and  20th  entries,  and  in  the 
subordinate  “Calcium"  column,  in  the 
10th  entry,  “(*)"  is  removed  and 
replaced  with  asterisks  (with 
parentheses). 

4.  On  page  60890,  in  the  first  column, 
in  the  1st  paragraph,  in  the  3d  line,  the 
parenthetical  statement  is  corrected  to 
read  “(all  values  except  kilocalories  and 
fat  for  orange  roughy  and  carbohydrate, 
vitamin  A,  vitamin  C,  calcium,  and  iron 
for  all  fish)";  and  in  the  2d  paragraph,  in 
the  5th  line,  the  2d  parenthetical 
statement  is  corrected  to  read 
“(kilocalories  and  fat  for  orange  roughy 
and  carbohydrate,  vitamin  A,  vitamin  C, 
calcium,  and  iron  for  all  fish)";  and  in 
the  3d  paragraph,  “(1)  =  assumed  less 
than  2  U.S.  RDA  (no  data  available)."  is 
removed. 

Appendices  A  and  B  are  republished 
with  the  corrections  set  forth  above  to 
read  as  follows: 

VII.  Appendix  A 


Nutritional  Labeling  Provided  by  FDA  for  the  20  Most  Frequently  Consumed  Raw  Fruit  and  Vegetables  (August 

(1991) 


Fruit  (edible  portion  weight) 


Calories 

Protein 

(9) 

Carbo¬ 

hydrate 

(9) 

120 

1 

28 

80 

18 

80 

1 

19 

50 

1 

13 

50 

1 

11 

85 

1 

24 

50 

1 

14 

50 

1 

13 

70 

1 

19 

too 

1 

25 

70 

1 

16 

50 

1 

12 

70 

1 

17 

120 

1 

3 

18 

0 

4 

90 

1 

21 

70 

1 

19 
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Nutritional  Labeung  Provided  by  FDA  for  the  20  Most  Frequently  Consumed  Raw  Fruit  and  Vegetables  (August 

(1991)— Continued 


Notes 

Data  sources: 

Produce  Marketing  Association  (all  data 
except  as  noted  below). 

USDA  Revised  Agriculture  Handbook  No. 
8-9  (Fruits  and  Fruit  Juices,  1982)  and  8-11 
(Vegetables  and  Vegetable  Products,  1984) 
for  grape,  peach,  pear,  nectarine,  plum, 
tangerine,  lime,  sweet  com,  sweet  potato,  and 
green  onion;  dietary  fiber  for  pineapple, 
tomato,  and  carrot:  dietary  fiber  for  grape 
and  plum  based  on  similar  foods. 


Dietary  fiber  for  nectarine,  tangerine,  lime, 
and  green  onion  from  McCance  and 
Widdowson’s  The  Composition  of  Foods  by 
A.A.  Paul  and  D.A.T.  Southgate,  4th  revised 
ed.,  Elsevier/North-Holland  Biomedical 
Press,  NY,  1978  or  Nutrient  Content  of  Food 
Portions  by  ).  Davies  and  ].  Dickerson,  The 
Royal  Society  of  Chemistry,  Cambridge,  U.K., 
1991. 

Serving  portion  weights  in  oz  from  PMA 
were  multiplied  by  28  to  obtain  g  weights;  55 
g  were  used  for  2  oz,  and  85  g  were  used  for  3 


oz.  Ounces  were  roimded  to  the  nearest  0.5 
oz  for  the  chart.  Serving  portions  weights  in  g 
from  USDA  were  divided  by  28  to  obtain  oz; 
oz  were  rounded  to  the  nearest  0.5  oz. 

Values  were  rounded  in  accordance  with 
21  CFR  101.9.  Percent  U.S.  RDA  was  based  on 
5,000  lU  for  vitamin  A,  60  milligrams  (mg)  for 
vitamin  C,  1,000  mg  for  calcium,  and  18  mg  for 
iron. 

Avocado  data  were  derived  from  two  data 
sets  and  are  based  on  California  varieties. 

VIII.  Appendix  B 


Nutrition  Labeling  Provided  by  FDA  for  the  20  Most  Frequently  Consumed  Fish  (August  1991) 


Percent  U.S.  RDA 


Vitamin  A 

Vitamin  C 

Calci¬ 

um 

Iron 

3 

3 

15 

2 

• 

2 

(*) 

• 

• 

• 

3 

5 

3 

2 

• 

2 

• 

4 

(*) 

2 

2 

(*) 

2 

2 

(*) 

(*) 

8 

63 

(*) 

(*) 

(*) 

• 

7 

• 

• 

9 

• 

(*) 

10 

6 

4 

(*) 

* 

3 

2 

(*) 

5 

2 

10 

(*) 

8 

130 

• 

(*) 

4 

6 

(*) 

(*) 

9 

4 

• 

5 

10 

3 

(*) 

5 

* 

(•) 

2 

*  Less  than  2%  U.S.  RDA. 

(*)  Assumed  less  than  2%  U.S.  RDA  (no  data  available). 
'  Cooked  Without  fat  or  seasoning. 
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Notes 

Data  sources: 

Seafood  Nutri-Facts  by  (he  Food  Marketing 
Institute  and  the  National  Fisheries  Institute. 
1988  (all  values  except  kilocalories  and  fat 
for  orange  roughy  ai^  carbohydrate,  vitamin 
A,  vitamin  C.  calcium,  and  iron  for  all  Tish). 

USDA  Agriculture  Handbook  No.  8-15 
(Finfish  and  Shellhsh  Products.  1987)  and 
NOAA  (National  Oceanic  and  Atmospheric 
Administration)  Technical  Memo  NMFS  F/ 
SEC-11.  (1981)  (kilocalories  and  fat  for 


orange  roughy  and  carbohydrate,  vitamin  A, 
vitamin  C,  calcium,  and  iron  for  all  Hsh). 

Atlantic/coho  salmon  was  selected  for 
tabehng  because  most  pink  salmon  is  canned, 
and  most  sockeye  salmon  is  exported  to 
(apan.  Atlantic/Pacific  and  jack  mackerel 
were  selected  for  labeling  because 
consumption  of  Spanish  mackerel  is  low. 
Personal  communication  with  L  Weddig  of 
National  Fisheries  Institute,  August  15, 1991. 

Nutrient  values  were  averaged  for  Atlantic 
and  coho  salmon  and  for  Atlantic  and  Padflc 
and  jack  mackerel. 


Atlantic  cod  was  used  for  cholesterol  and 
sodium;  Pacific  cod  would  be  40  mg 
cholesterol  and  75  mg  sodium. 

Values  were  rounded  in  accordance  with 
21  CFR  101.9.  Percent  U.S.  RDA  was  based  on 
5,000  lU  for  vitamin  A.  60  mg  for  vitamin  C 
1,000  mg  for  calcium,  and  18  mg  for  iron 
Dated;  February  21. 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

(FR  Doc.  92-4727  Filed  3-5-S2: 8:45  am) 
BILUMQ  CODE  SMS-tt-« 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

21  CFR  Part  101 

[Docket  No.  84N-153A] 

RIN  090S-AD08 

Food  Labeling:  “Cftolesterol  Free,” 

“Low  Cholesterol,”  and  “ _ Percent 

Fat  Free”  Claims;  Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Proposed  rule;  correction. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  the 
document  that  proposed  to  amend  the 
food  labeling  regulations  to  define 
“cholesterol  free”  and  "low  cholesterol” 
and  to  provide  for  the  proper  use  of 

these  terms  and  the  term  ” _ 

percent  fat  free”  that  appeared  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60507).  This  document  corrects 
various  editorial  errors. 

DATES:  Written  comments  by  January 

27, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal  become  effective  30  days 
following  its  publication. 

ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr..  Rockville.  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Virginia  L  Wilkening,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-204), 
Food  and  Drug  Administration.  200  C  St. 
SW.,  Washington.  DC  20204,  202-245- 
1561. 

In  FR  Doc.  91-27156,  appearing  at 
page  60507  in  the  Federal  Regbter  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60511,  in  the  third  column, 
in  reference  “8.”.  the  name  “Park, 
Youngraeek”  is  corrected  to  read  “Park. 
Youngmee  K.” 

2.  On  page  60512,  in  the  first  column, 
in  amendment  “2.”,  the  fifth  line,  “and 
(g)  and  (h)”  is  corrected  to  read  "and 
(g)”. 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

(FR  Doc.  92-4712  Piled  3-5-02;  8:45  am) 
miXINO  CODE 


21  CFR  Part  101 
[Docket  No.  84N-01531 
RIN  0905-AB68 

Food  Labeling:  Definitions  of  Nutrient 
Content  Claims  for  the  Fat,  Fatty  Acid, 
and  Cholesterol  Content  of  Food; 
Correction 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Proposed  rule:  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  the 
document  that  appeared  in  the  Federal 
Register  of  November  27, 1991  (56  FR 
60478)  that  proposed  to  amend  the  food 
labeling  regulations  to  define,  and  to 
provide  for  the  proper  use  of,  the  terms 
“fat  free,”  "low  fat,”  “reduced  fat,”  “low 
in  saturated  fat,”  “reduced  saturated 
fat,"  “cholesterol  free,”  “low 
cholesterol,”  and  “reduced  cholesterol” 
in  the  labeling  of  foods  and  to  provide 
for  the  use  of  other  truthful  and 
nonmisleading  statements  about  a 
food's  fat,  fatty  acid,  and  cholesterol 
content  in  food  labeling.  This  document 
corrects  various  editorial  errors. 

DATES:  Written  comments  by  February 

25, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  be  issued  based 
upon  this  proposal  become  effective  6 
months  following  its  publication  in 
accordance  with  requirements  of  the 
Nutrition  Labeling  and  Education  Act  of 
1990. 

ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm, 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT. 

Virginia  L.  Wilkening,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-204), 
Food  and  Drug  Administration,  200  C  St 
SW.,  Washington,  DC  20204,  202-245- 
1561. 

In  FR  Doc.  91-27159,  appearing  at 
page  60478  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60485,  in  the  third  column, 
in  the  third  line,  the  phrase  “of  a  the 
nutrient”  is  corrected  to  read  “of  a 
nutrient”. 

2.  On  page  60485,  in  the  third  column, 
in  the  first  complete  paragraph,  next  to 
the  last  line,  "some”  is  removed. 

3.  On  page  60502,  in  the  third  column. 
Reference  “7.”.  in  the  last  line,  the 
phrase  "June  19-24, 1990"  is  corrected  to 
read  “June  24-28, 1990". 


§  101.62  [CoiTMtadl 

4.  On  page  60503,  in  the  third  column, 
in  S  101.62  Nutrient  content  claims  for 
fat,  fatty  acid,  and  cholesterol  content  of 
foods,  the  last  line  in  the  introductory 
text  of  paragraph  (b)(3)  is  corrected  by 
adding  “provided”  after  “8  101.13(1)”; 
and  on  page  60506,  in  the  third  column 
in  paragraph  (d)(5)(ii)(D),  in  lines  11 
through  15,  the  two  sentences  reading 
“This  pound  cake  contains  30  percent 
less  cholesterol  than  our  regulv  pound 
cake.  Cholesterol  lowered  from  45 
milligrams  to  30  milligrams  per  serving.” 
is  corrected  to  read  “This  pound  cake 
contains  45  percent  less  cholesterol  than 
our  regular  pound  cake.  Cholesterol 
lowered  from  55  to  30  milligrams  per 
serving." 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

[FR  Doc.  92-4713  Filed  3-5-62;  8:45  am) 

BIUINQ  CODE  41S0-01-M 


21  CFR  Parts  20  and  101 
[Docket  NaaSN-00611 
RINOMfr-ABST 

Food  Labeling:  General  Requlrementa 
for  Health  Ctabna  for  Food;  Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  the 
document  that  proposed  rules  on  general 
requirements  for  health  claims  for  food 
that  appeared  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60537).  This 
document  corrects  various  editorial 
errors. 

DATES:  Written  comments  by  February 

25, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  publication  of  a  final 
regulation  pertaining  to  health  claims  in 
food  labeling  in  accordance  with 
requirements  of  the  Nutrition  Labeling 
and  Education  Act  of  1990. 

ADDmsSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857,  301-443-1751. 

FOR  FURTHER  INFORMATION  CONTACT 
Victor  P.  Frattali,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-261),  Food 
and  Drug  Administration,  200  C  St.  SW^ 
Washington,  DC  20204,  202-245-1064. 
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In  FR  Doc.  91-27151  appearing  on 
page  60537  in  the  Federd  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  the  same  page,  in  column  2,  in 
the  fourth  line  in  the  heading,  the  word 
"Food"  is  added  before  the  word 
“Labeling". 

2.  On  page  60539,  in  column  3,  in  the 
third  complete  paragraph,  the  last  line  is 
corrected  to  read  “(Congressional 
Record,  October  26, 1990)". 

3.  On  page  60546,  in  column  1,  the 
parenthetical  phrase  following  the 
quoted  paragraph  “(H.  Rept.  301-536, 
101st  Cong.,  2nd  sess.,  19)“  is  corrected 
to  read  “(H.  Rept.  101-538, 101st  Cong., 

2d  sess.,  21)". 

4.  On  page  60553,  in  column  3,  in  the 
third  paragraph,  in  the  ninth  line, 

“303(a)"  is  corrected  to  read  “343(a)". 

5.  On  page  60554,  in  column  2,  in  the 
third  complete  paragraph,  in  the  sixth 
line,  the  phrase  “SSFR  29516“  is 
corrected  to  read  “55  Fr  29516";  in  the 
fourth  paragraph,  in  the  first  line,  the 
phrase  “what  to  be  done"  is  corrected  to 
read  “what  should  be  done”. 

6.  On  page  60555,  in  column  1,  in  the 
first  complete  paragraph,  in  the  last  line 
“be  drawn?"  is  corrected  to  read  “be 
drawn." 

7.  On  page  60557,  in  column  1,  in  the 
third  complete  paragraph,  the  seventh 
line,  “ac’  ”  is  corrected  to  read  “act"; 
and  in  column  2,  in  the  third  complete 
paragraph  in  the  third  and  fifth  lines. 

“§  101.13(g)"  and  “5  101.13",  are 
corrected  to  read  “$  101.14(g)"  and 
“101.14”,  respectively. 

8.  On  page  60560,  in  column  2,  in  the 
12th  line  from  the  bottom,  “§  101il7”  is 
corrected  to  read  “5 101.71”. 

9.  On  page  60561,  in  column  3,  in  the 
last  paragraph,  in  the  fifth  line,  the  word 
“Foods”  is  corrected  to  read  “Food”. 

§  101.14  [Comcted] 

10.  On  page  60563,  in  S  101.14  Health 
claims:  general  requirements,  in 
paragraph  (a)(1),  in  the  ninth  line,  the 
word  “that"  is  removed;  and  in  column 

2,  in  the  third  line,  the  word  “or"  is 
corrected  to  read  “a";  in  paragraph 
(a)(4),  in  the  sixth  line  the  word 
“substance"  is  corrected  to  read 
“component";  in  paragraph  (c)(1),  in  line 

3,  the  word  “welldesigned"  is  corrected 
to  read  “well-designed";  and  on  page 
60564,  in  paragraph  (d)(2)(iv).  in  the  12th 
line,  the  word  “healthrolated"  is 
corrected  to  read  “health-related". 

§  101.70  [Conectad] 

11.  On  page  60565,  in  column  3,  in 

§  101.70  Petitions  for  health  claims,  in 
paragraph  (j)(3)(ii).  in  the  third  line,  the 
word  “request"  is  corrected  to  read 
“requested". 


Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

(FR  Doc.  92-4714  Filed  3-5-92:  8:45  am] 

BILLiNO  CODE  41<O-0V4l 


21 CFR  Part  101 

[Docket  Nos.  OON-0134  and  90N<0135] 
RIN0905-A008 

Food  Labeling;  Reference  Daily 
Intakes  and  Dally  Reference  Values; 
Mandatory  Status  of  Nutrition  Labeling 
and  Nutrient  Content  Revision; 
Correction 

AQENCV:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  appeared  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60366).  The  document 
supplemented  and  republished  in 
m^ified  form.  FDA's  proposals  entitled 
“Food  Labeling;  Mandatory  Status  of 
Nutrition  Labeling  and  Nutrient  Content 
Revision”  (55  FR  29487,  July  19, 1990) 
and  “Food  Labeling;  Reference  Daily 
Intakes  and  Daily  Reference  Values"  (55 
FR  29476,  July  19, 1990).  The  document 
was  published  with  some  editorial 
errors.  This  document  corrects  those 
errors. 

DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  d^at  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Paridawn  Dr..  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Virginia  L  Wilkening,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-204), 
Food  and  Drug  Administration,  200  C 
Street  SW.,  Washington,  DC  20204,  202- 
245-1561. 

In  FR  Doc.  91-27155,  appearing  on 
page  60366,  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60367,  in  the  second 
column,  in  the  second  full  paragraph, 
line  10,  the  phrase  “intends  to  address 
this  subject  in  a  subsequent  document” 
is  corrected  to  read  “is  addressing  this 
subject  elsewhere  in  this  issue  of  the 
Federal  Register” 


2.  On  page  60374,  in  the  first  column, 
line  1,  “standards”  is  corrected  to  read 
“standard”. 

3.  On  page  60375,  in  the  second 
column,  the  second  table  is  corrected  to 
read  as  follows: 

Nutrition  Information  Per  Serving 


Serving  size: . . 1  tbsp  (14  g) 

Servings  per  container . 64 

Calories . 130 

Calories  from  total  fat . 130 

Total  fat . 14  g 

Saturated  fat . 2  g 

Polyunsaturated  fat . 4  g 

Monounsaturated  fat . 8  g 

Total  carbohydrate . 0  g 

Protein . 0  g 

Sodium . . . 0  mg 


Not  a  signiRcant  source  of  cholesterol,  complex 
carbohydrate,  sugars,  dietary  fiber,  vitamin  A.  vita¬ 
min  C.  calcium,  or  iron. 

4.  On  page  60379,  in  the  second 
column,  in  the  paragraph  numbered 
“(1)“,  line  10.  “Vs"  is  added  before 
“gram”  and  in  line  11,  “1“  is  corrected  to 
read  “0.25". 

5.  On  page  60381,  in  the  second 
column,  in  the  second  full  paragraph,  in 
the  fourth  line  from  the  bottom,  the  word 
“Amendnent"  is  corrected  to  read 
“Amendment”. 

6.  On  page  60384,  in  the  hypothetical 
label  for  B-vitamins,  the  entry  for 
“Sugars,  g“  is  corrected  by  indenting  it  2 
spaces  under  the  entry  “Total 
Carbohydrate,  g". 

7.  On  page  60386,  in  the  first  column. 
Reference  20  is  corrected  by  removing 
“(1988-1991)". 

§  101.9  [Corrected] 

8.  On  page  60387,  in  the  third  column, 
in  §  101.9  Nutrition  labeling  of  food,  in 
paragraph  (c)(4)(ii),  “Unsaturated  fatty 
acid,"  is  corrected  to  read  “Unsaturated 
fat,”  the  first  time  it  appears;  on  page 
60389,  in  paragraph  (c)(8)(iii),  the  phrase 
“and  14  grams  of  protein  for  infants”  is 
corrected  to  read  “14  grams  of  protein 
for  infants,  60  grams  of  protein  for 
pregnant  women,  and  65  grams  for 
lactating  women”;  and  in  the  third 
column,  in  paragraph  (c)(ll)(iii), 
“percentages  hall"  is  corrected  to  read 
“percentages  shall". 

§  101.36  [Corrected] 

9.  On  page  60393,  in  the  second 
column,  in  S  101.36  Nutrition  labeling  of 
dietary  supplements  of  vitamins  and 
minerals,  in  paragraph  (b)(1), 
“practicably"  is  corrected  to  read 
“practicable". 
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Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

[FR  Doc.  92-4715  Filed  3-5-92;  8:45  am] 
BILUNO  CODE  4160-01-M 


21  CFR  Part  101 

[Docket  No.  90N-0165] 

RIN  0905-AD08 

Food  Labeling;  Serving  Sizes; 
Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

action:  Reproposed  rule;  correction. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  on  serving  sizes  that 
appeared  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60394).  The 
document  was  published  with  some 
typographical  and  editorial  errors.  This 
document  corrects  those  errors. 

DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  nile  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Youngmee  K.  Park,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-265), 
Food  and  Drug  Administration,  200  C  St. 
SW.,  Washington,  DC  20204, 202-486- 
0089. 

In  FR  Doc.  91-27157,  appearing  on 
page  60394  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  Ae  same  page  in  the  “Action” 
line,  “Proposed  rule”  is  corrected  to  read 
"Reproposed  rule”. 

2.  On  page  60400,  in  the  first  column, 
in  the  second  full  paragraph,  line  1,  the 
phrase  "FDA  acknowledges  that  the 
1987-1988  NFCS  data”  is  corrected  to 
read  “FDA  acknowledges  that  NFCS 
data". 

I  3.  On  page  60402,  in  the  first  column, 
in  the  second  paragraph,  the  first 
sentence  is  corrected  to  read  "Fish 
sticks  are  included  in  the  category  of 
I  ’Fish,  Shellfish,  and  Meat  or  Poultry 
Substitutes:  Entrees  (cooked)  without 
sauce’." 

4.  On  page  60403,  in  the  third  column, 
in  the  second  paragraph,  line  7,  the 
parenthetical  statement  ”(e.g.. 


consumption  increased  or  decreased 
substantially)”  is  corrected  to  read 
“(e.g.,  CSS  values- increased  or 
decreased  substantially)”. 

5.  On  page  60405,  in  the  second 
column,  in  paragraph  A,  line  3,  “and  the 
sample  sizes  for  both  surveys  were 
equally  adequate”  is  removed  and  the 
word  “then”  is  added  in  its  place;  in  the 
third  column,  paragraph  C,  line  4,  the 
word  “recipies”  is  corrected  to  read 
“recipes”. 

6.  On  page  60410,  in  the  third  column, 
in  the  second  full  paragraph,  line  8,  the 
phrase  “Compliance  Act  and  for 
compliance”  is  corrected  to  read 
“Competitiveness  Act  and  for 
compliance”. 

7.  On  page  60415,  in  the  third  column. 
Reference  7,  line  5,  “Population 
Strategies  for  Blood  Cholesterol 
Reduction,  NIH  Publication  No.  90- 
3047,”  is  corrected  to  read  “Blood 
Cholesterol  Levels  in  Children  and 
Adolescents’,  NIH  Publication  No.  91- 
2732,”. 

8.  On  page  60416,  in  the  first  column. 
Reference  26,  line  2,  the  words 
"Nonresponse  of  are  corrected  to  read 
“Noiu^sponse  on”,  and  in  Reference  29, 
line  2,  the  words  “for  women  16-50”  is 
corrected  to  read  “for  women  19-50,’’. 

9.  On  page  60418,  in  the  second 
column.  Table  2,  under  the  heading 
“Product  category”,  eight  lines  from  the 
bottom,  the  entry  “Grains,  e.g.,  rice, 
barley,  plain  or  seasoned”  is  corrected 
to  read  “Grains,  e.g.,  rice,  barley,  plain.” 

10.  On  page  60418,  in  the  third  column. 
Table  2,  for  the  entry  “Sour  cream”  the 
reference  amount  “25  g.”  is  corrected  to 
read  “30  g.” 

11.  On  page  60419,  the  third  column, 
for  the  entry  “Confectioner's  sugar”  the 
reference  amount  “2  tbsp.”  is  corrected 
to  read  “%  cup.” 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy, 

[FR  Doc.  92-4716  Filed  3-6-92;  8:45  am] 
BILUNO  COOK  4iai>-01-M 


21  CFR  Part  100 

[Docket  No.  91N-(XI38] 

RIN0905-AD08 

State  Petitiona  Requesting  Exemption 
from  Federal  Preemption;  Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

action:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  provided  for  petitions 
requesting  exemption  from  preemption 


for  certain  State  or  local  food  standards 
and  other  labeling  requirements  that  are 
preempted  under  the  provisions  of  the 
Nutrition  Labeling  and  Education  Act  of 
1990  that  appeared  in  the  Federal 
Register  of  November  27, 1991  (56  FR 
60528).  The  proposed  rule  published 
with  typographical  and  editorial  errors. 
This  document  corrects  those  errors. 
DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal  become  effective 
November  8, 1992,  or  30  days  after  date 
of  publication  in  the  Federal  Register,  if 
earlier. 

ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857,  301-443-1751. 

FOR  FURTHER  INFORMATION  CONTACT: 
Elizabeth ).  Campbell.  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-312), 
Food  and  Drug  Administration,  200  C  St. 
SW.,  Washington,  DC  20204,  202-486- 
0229. 

In  FR  Doc.  91-27153,  appearing  on 
page  60528,  in  the  Federd  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  80531  in  the  second 
column,  in  the  fourth  paragraph,  line  11, 
the  phrase  “in  the  applicable  Federal 
law  regulation”  is  corrected  to  read  “in 
the  applicable  Federal  law  or 
regulation”. 

§  100.1  ICorradad) 

2.  On  page  60532,  in  the  third  column, 
in  the  section  heading  of  8 100.1,  the 
word  “requestinc”  is  corrected  to  read 
“requesting". 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy, 

[FR  Do&  92-4717  Filed  3-6-92;  8:45  am] 
anxma  CODE  4iao4i-ii 


21  CFR  Part  101 

[Docket  NaOIN-0094] 

RIN  0905-AB67 

Food  LatMling:  Health  Ciaims;  Calcium 
and  Osteoporosis;  Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

action:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  appeared  in  the 
Fedml  Register  of  November  27, 1991 
(56  FR  60689).  The  document  proposed 
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to  authorize  the  use  on  food  labels  and 
in  labeling  of  health  claims  relating  to 
the  association  between  calcium  and 
osteoporosis.  The  document  was 
published  with  some  editorial  errors. 

This  document  corrects  those  errors. 
OATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FDR  FURTHER  INFDRMATION  CONTACT: 

Mona  S.  Calvo,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-265),  Food 
and  Drug  Administration,  200  C  Street, 
SW..  Washington,  DC  20204,  202-485- 
9564. 

In  FR  Doc.  91-27160,  appearing  on 
page  60689,  in  the  Federd  Renter  of 
Wednesday,  November  27. 1991.  the 
following  corrections  are  made: 

1.  On  page  60689,  in  the  first  column  in 
the  “SUMMARY"  caption,  in  the  third  line 
from  the  bottom,  the  word 
“Recommended"  is  corrected  to  read 
"Reference". 

2.  On  page  60693,  in  the  third  column, 
in  the  third  paragraph,  in  the  third  line, 
the  word  "Assessment"  is  corrected  to 
read  “Comment". 

3.  On  page  60695,  in  the  first  column, 
in  the  second  full  paragraph,  in  the  fifth 
line,  the  words  "or  different  skeletal 
sites"  are  added  after  the  word  “bone". 

4.  On  page  60697,  in  the  third  column 
in  the  first  full  paragraph,  in  the  fourth 
line  from  the  bottom,  the  word  "to"  is 
corrected  to  read  "of. 

5.  On  page  60698,  in  the  second 
column,  in  the  first  full  paragraph,  in  the 
12th  line  from  the  bottom,  the  word 
“because"  is  removed  and  the  words 
“more  to  increase  intake"  are  added  in 
its  place;  in  the  third  colunm,  in  the  third 
full  paragraph,  in  the  second  line  from 
the  bottom  the  word  “quantitative"  is 
corrected  to  read  "quantitate". 

§101.72  [CorrMtod] 

6.  On  page  60705,  in  the  second 
column,  in  §  101.72  Health  claims; 
calcium  and  osteoporosis,  paragraph  (a), 
in  the  fifth  line,  the  word  "numerous"  is 
corrected  to  read  "of;  on  page  60706,  in 
paragraph  (d)(5),  in  the  third  line,  the 
word  “recommended"  is  corrected  to 
read  “reference". 

7.  On  page  60707,  in  Table  1,  in  the 
“Base  Diet"  column,  in  the  second  entry, 
"intake:  7"  is  corrected  to  read  “intake"; 
in  the  “Additional  Treatments”  column. 


in  the  second  entry,  in  the  second  to  the 
last  line,  "no”  is  corrected  to  read  “not"; 
in  the  “Comments"  column,  in  the 
second  entry,  “decreased  the  incidence" 
is  corrected  to  read  "decrease  the 
incidence". 

8.  On  page  60708,  in  table  1,  in  the 
"Number  and  Description  of  Subjects” 
column,  “of  is  removed  from  the  entry. 

9.  On  page  60709,  in  Table  1,  the 
“Source  and  Identity  of  Test  Material" 
column,  “Placebo  micro  crystalline 
cellulose  calcium  carbonate  Calcium 
citratemalate  (CCM)"  is  corrected  to 
read  “Placebo:  micro  crystalline 
cellulose;  Calcium  carbonate;  Calcium 
citrate  malate  (CCM).";  in  the  “Dosage 
of  Test  Material  Used”  column,  the 
entry  is  corrected  to  read  “Placebo:  500 
mg/day;  Calcium  carbonate:  500  mg/day 
elemental  calcium;  CCM:  500  mg/day 
elemental  calcium";  in  the  “Other 
Factors  Affecting  Interpretation  of  Data” 
column,  “of  bone  loss"  is  corrected  to 
read  “of  bone  loss";  in  the  “Results" 
column,  in  the  10th  line,  a  period  is 
added  after  the  word  “source”;  and  in 
the  32d  line,  a  period  is  added  after  the 
word  “CCM”. 

10.  On  page  60711,  in  Table  1,  in  the 
“Source  and  Identity  of  Test  Material” 
column,  “(1,500  mg/day)”  is  corrected  to 
read  “(<500  mg/day)”  and  “(>500  mg” 
is  corrected  to  read  “( ^  500  mg/day”. 

11-12.  On  page  60713,  in  Table  1,  in 
the  “Additional  Treatments”  column, 
“Range:  286  to  2,128”  is  removed. 

13.  On  page  60715,  in  Table  1,  in  the 
“Number  and  Description  of  Subjects" 
column,  in  the  first  entry.  “Mothers”  is 
corrected  to  read  “Mothers:". 

14.  On  page  60718,  in  Table  1,  in  the 
“Additional  Treatments"  colunm, 
“Exercise,  high  dietary  calcium  n=9”  is 
added  after  the  first  time  “n=9" 
appears. 

15.  On  page  60720,  in  Table  1,  in  the 
“Source  and  Identity  of  Test  Material," 
“Dosage  of  Test  Material  Used,"  and 
“Base  Diet"  columns,  a  “:"  is  added  after 
“Untreated  controls”. 

16.  On  page  60724,  in  Table  1,  in  the 
“Additional  Treatments"  column, 
“hyperparathyroidis  m"  is  corrected  to 
read  “hyperparathyroidism". 

17.  On  page  60725,  in  Table  1,  in  the 
“Source  and  Identity  of  Test  Material" 
column,  “(n=28)"  is  corrected  to  read 
“(n=28):"  “800  to  135"  is  corrected  to 
read  “800  to  1350";  and  “(n=95)"  is 
corrected  to  read  “(n=95);”. 

Dated:  February  21, 1992. 

Midiael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

(FR  Doc.  92-4718  Filed  3-&-e2;  8:45am] 

BIUJNQ  CODE  4ia0-01*M 


21  CFR  Part  101 
[Docket  No.  91N-0095] 

RIN  090S-AB67 

Food  Labeling:  Health  Claims  and 
Label  Statements;  Sodium 
Hypertension;  Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  appeared  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60825).  The  document  was 
published  with  some  editorial  errors. 

This  document  corrects  those  errors. 
DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDREMES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FDR  FURTHER  INFORMATION  CONTACT: 

Ellen  M.  Anderson,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-266), 
Food  and  Drug  Administration,  200  C  St. 
SW.,  Washington,  DC  20204,  202-472- 
5375. 

In  FR  Doc.  91-27168,  appearing  at 
page  60825  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60826,  in  the  first  column, 
in  the  first  full  paragraph,  in  the  sixth 
line  from  the  bottom,  the  phrase 
“descriptive  terms  for  ‘low  sodium’  and 
‘reduced  sodium’  foods"  is  corrected  to 
read  “descriptive  terms  for  ‘sodium 
free,’  ‘very  low  sodium,’  ‘low  sodium,’ 
and  ‘reduced  sodium’  foods”;  and  in  the 
third  column,  second  paragraph,  in  the 
third  line  from  the  bottom,  the  phrase 
“four  clinical  trials  (Refs.  44,  70,  79,  and 
109),  and  three  meta-analyses  (Refs.  100, 
106,  and  107)"  is  corrected  to  read  “and 
associated  studies  (Refs.  50,  51,  52,  53, 
54,  58,  59,  and  64);  fifteen  clinical  trials 
(Refs.  41,  42,  44,  45,  55,  70,  71,  76,  79,  80, 
109, 121, 122, 123,  and  124);  and  five 
meta-analyses  (Refs.  94, 97, 100, 106, 
107)". 

2.  On  page  60827,  in  the  first  column, 
in  the  third  paragraph,  line  14,  the 
phrase  "from  the  substance"  is 
corrected  to  read  “from  reducing  the 
substance". 

3.  On  page  60829,  in  the  third  column, 
the  heading  for  the  section  “3.  ‘Dietary 
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Sodium  Chloride  and  Blood  Pressure,' 
1991"  is  correctly  revised  to  read:  “3. 
‘Sodium  and  Hypertension,’  1991". 

4.  On  page  60833,  in  the  second 
column,  line  6,  the  word  “and"  is 
corrected  to  read  “of;  and  in  the  second 
full  paragraph,  lines  12-14,  the  phrase 
"17  clinical  trials  (Refs.  41, 42,  44,  45,  55, 
70,  71,  76,  79,  80, 94,  97, 109, 121  through 
124)”  is  corrected  to  read  "15  clinical 
trials  (Refs.  41,  42,  44,  45,  55,  70,  71,  76, 
79, 80, 109,  and  121  through  124)". 

5.  On  page  60836,  in  the  third  column, 
in  the  first  full  paragraph,  lines  5  and  6, 
“HG”  is  corrected  to  read  "Hg"  the  two 
places  it  appears. 

6.  On  page  60837,  in  the  second 
column,  in  the  first  full  paragraph,  line  6, 
add  after  1 101.14  “and  the  general 
requirements  for  sodium  content  and 
‘low  sodium'  claims  set  forth  in 
proposed  §  101.61":  and  in  line  19,  “and” 
is  corrected  to  read  “or”;  and  in  line  29, 
“5  101.74(c)(2)"  is  corrected  to  read 

"§  101.74(c)(1)”. 

7.  On  page  60838,  in  the  second 
column,  in  the  second  full  paragraph, 
line  14,  "(Ref.  1982)”  is  corrected  to  read 
“(Ref.  12)". 

8.  On  page  60841,  in  the  third  column, 
in  Reference  17,  the  word  "Archieves"  is 
corrected  to  read  “Archives". 

9.  On  page  60842,  in  the  Hrst  column, 
in  Reference  34,  “Journal  of'  is  removed; 
in  Reference  35,  “Journal  of'  is  removed 
and  the  word  “Sciences"  is  corrected  to 
read  “Science"',  and  in  the  third  column, 
in  Reference  61,  “(Sunpl)"  is  corrected  to 
read  “(Suppl.)”. 

10.  On  page  60843,  in  the  first  column, 
in  Reference  68,  “(Sunpl.  I)”  is  corrected 
to  read  “(Suppl.  I)”;  in  Reference  74, 
“DriHS”  is  corrected  to  read  “DHHS”;  in 
Reference  81,  “DHRIS"  is  corrected  to 
read  “DHHS";  in  the  second  column,  in 
Reference  88,  the  title  reading  “The 
Biology  and  Medicine  of  Signal 
Transduction  in  The  Biology  and 
Medicine  of  Signal  Transduction"  is 
corrected  to  read  “The  Biology  and 
Medicine  of  Signal  Transduction"',  in 
Reference  94,  the  author’s  name  reading 
“II  Suh”  is  corrected  to  read  “I.  Suh"; 
and  in  the  third  column,  Reference  108  is 
correctly  revised  to  read  as  follows: 

108.  LSRO,  Kotchen,  T.,  “Evaluation  of 
Publicly  Available  Scientific  Evidence 
Regarding  Certain  Nutrient-Disease 
Relationships:  4.  Sodium  and  Hypertension" 
prepared  for  the  Center  for  Food  Safety  and 
Applied  Nutrition,  FDA,  DHHS,  FDA 
Contract  No.  223-88-2124,  Task  Order  No.  9, 
FASEB,  November,  1991. 

11.  On  page  60844,  in  the  first  column, 
in  Reference  121,  the  word  “Cororan”  is 
corrected  to  read  “Corcoran”;  and  in 
Reference  122,  the  word  “estriction”  is 
corrected  to  read  “Restriction”. 


$101.74  [Corrected] 

12.  On  page  60844,  in  $  101.74  Health 
claims:  sodium  and  high  blood  pressure, 
paragraph  (b),  in  the  19th  line  from  the 
bottom  of  the  second  column,  the  phrase 
“males  because  they  develop 
hypertension  earlier  in  life”  is  corrected 
to  read  “males  because  they  develop 
hypertension  earlier  in  life  than 
females”:  in  the  third  column,  paragraph 
(c)(1),  line  3,  the  phrase  “§  101.14  for 
health  claims”  is  corrected  to  read 

"5  101.14  for  health  claims”  is  corrected 
to  read  “S  101.14  for  health  claims  and 
of  §  101.61  for  ‘low  sodium’  content 
claims”:  and  in  paragraph  (d) 
introductory  text,  line  1.  the  phrase 
“Sodium/hypertension  in  health  claims” 
is  corrected  to  read  "Sodium/ 
hypertension  health  claims”. 

13.  On  page  60850,  in  Table  2,  under 
the  heading  “Results,”  in  the  fifth  line 
from  the  bottom,  “DPB”  is  corrected  to 
read  "DBP”. 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

(FR  Doc.  92-4719  Filed  3-5-92:  8:45  am) 

BILUNO  CODE  4160-41-M 

21  CFR  Part  101 

(Docket  No.  91N-0097] 

RIN  0905-AD08 

Food  Labeling:  Health  Messages; 
Dietary  Lipids  and  Cancer;  Correction 

agency:  Food  and  Drug  Administration. 
HHS. 

ACTION:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  appeared  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60764).  The  document  proposed 
to  authorize  health  claims  on  foods  and 
food  labeling  that  state  that  diets  low  in 
total  fat  may  reduce  the  risk  of  some 
types  of  cancer,  particularly  colon, 
breast,  and  prostate,  in  the  general 
population.  The  document  was 
published  with  some  editorial  errors. 
This  document  corrects  those  errors. 
DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 


FOR  FURTHER  INFORMATION  CONTACT. 

He-Chong  C.  Lee.  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-265),  Food 
and  Drug  Administration,  200  C  Street 
SW..  Washington.  DC  20204,  202-485- 
0358. 

In  FR  Doc.  91-27162,  appearing  at 
page  60764  in  the  Federal  Register  of 
Wednesday.  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60769,  in  the  third  column, 
in  the  fourth  full  paragraph,  in  the 
second  line  from  the  bottom,  the  word 
“an”  is  removed. 

2.  On  page  60771,  in  the  First  column, 
in  the  fourth  full  paragraph,  in  line  7.  the 
phrase  "saturated  fat  component”  is 
corrected  to  read  “other  fat 
components”;  and  in  the  third  column,  in 
the  Brst  full  paragraph,  in  the  second 
line  from  the  bottom,  the  word  "of’  the 
First  time  it  appears  is  removed,  and  the 
word  “the”  is  added  in  its  place. 

3.  On  page  60778,  in  the  third  column, 
in  Reference  62,  in  line  5,  the  word 
“Nationar'  is  corrected  to  read  “New”. 

4.  On  page  60779,  in  the  Hrst  column, 
in  Reference  82,  the  author's  name 
“Vecchia,  C.  L”  is  corrected  to  read 
“LaVecchia,  C,” 

5.  On  page  60785,  in  Table  1,  in  the 
“Results”  column,  the  following 
statement  was  inadvertently  omitted 
and  is  added  to  the  end  of  the  entry, 
beginning  with  a  new  line:  “Gall  bladder 
and  common  duct  tumor.  Incidence  of 
polyps  in  common  duct  was  significantly 
higher  in  beef  tallow  group  than  com  oil 
group;  fat  type  did  not  significantly 
affect  the  incidence.  Fat  level  did  not 
consistently  affect  tumorigenesis  in  gall 
bladder  or  common  duct.  Overall 
survival  rate  was  significantly  higher  in 
high  beef  tallow  and  high  mixed  groups 
than  low  beef  tallow  and  com  oil 
group”:  and  in  the  “Assessment” 
column,  the  following  statement  was 
inadvertently  omitted  and  is  added  to 
the  end  of  the  entry,  “rates  of  carcinoma 
incidence  (2  percent  in  gall  bladder  and 
no  report  in  common  duct)”. 

6.  On  page  60786,  in  the  “Diet” 
column,  “High  fat”  is  corrected  to  read 
“Corn  oil”:  the  entry  “linoleic  50.2  51.9” 
is  corrected  to  read  “linolic  50.2  51.9”: 
the  entry  “linoleic  4.6 1.8”  is  corrected  to 
read  “linoleic  [sic]  4.6 1.8”;  and  in  the 
“Assessment”  column,  beginning  in  line 
12,  the  words  “and  we  do  not  know  the 
adequacy  of  linoleic  acid  in  test  diets” 
are  removed. 

7.  On  page  60788,  in  the  “Additional 
Treatment”  column,  in  lines  1  through  3, 
the  chemical  name  “12-0- 
tetradecanoylphorbol-13-acetate 
(DMBA)”  is  corrected  to  read  “7,12- 
dimethylbenz(a)anthracene  (DMBA)”. 
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8.  On  page  60790,  in  the  "Resuits** 
column,  in  line  12,  the  phrase  "of 
metastatic  fish  oil”  is  corrected  to  read 
“metastatic  foci”;  and  in  line  14. 

“inhibit”  is  corrected  to  read 
“inhibited”. 

9.  On  page  60797,  in  the  “Results” 
column,  in  line  3,  the  word  “of  is 
corrected  to  read  “and”:  and  in  line  6. 
the  phrase  “but  not  as  vt"  is  corrected  to 
read  “but  not  as  weight”. 

10.  On  page  60798,  in  the  “Results” 
column,  line  5.  “(n=0.5)”  is  corrected  to 
read  "(r=0.51)”. 

11.  On  page  60801.  in  the  “Results” 
column,  in  line  6,  the  word  “HIGHEST” 
is  corrected  to  read  “confidence 
interval”. 

12.  On  Page  60804.  in  the 
“Assessment”  column,  in  line  2. 
“calcium”  is  corrected  to  read  “cancer”. 

13.  On  page  60806,  in  the  “Study 
Design  and  Population”  column,  in  the 
second  entry,  in  line  6,  ”30  year”  is 
corrected  to  read  “30  years  of  age”;  and 
in  line  8,  “48”  is  corrected  to  read  *^48”. 

14.  On  page  60807,  in  the  “Results" 
column,  in  the  first  entry,  in  line  8, 
“development”  is  corrected  to  read 
“involvemenf. 

Dated:  February  21. 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

(FR  Doc.  92-4720  Filed  3-5-92: 8*45  am) 

BajJM  COM  4iae-avM 

21  CFR  Part  101 

(Docket  No.  9111-0098] 

RiN0905-AO0e 

Food  Lidieling;  Health  CWnts;  Dietary 
Fiber  and  Cancer;  Correction 

agency:  Food  and  Drug  Administration. 
HHS. 

action:  Proposed  rule:  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  the 
proposed  rule  that  appeared  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60566)  on  dietary  Hber  and 
cancer.  The  document  was  published 
with  some  editorial  errors.  This 
document  corrects  those  errors. 
dates:  Written  comments  by  February 
25. 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal- become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Adnunistration.  rm. 


1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FOR  FURTHER  INFOWNATION  CONTACT: 

Joyce  J.  Saltsman,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-265). 
Food  and  Drug  Administration,  200  C  St. 
SW.,  Washington,  DC  2»204,  202-485- 
0316. 

In  FR  Doc.  91-27164,  appearing  at 
page  60566  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60566,  in  the  third  column, 
in  the  first  full  paragraph,  in  the  fourth 
line,  the  paren^etical  “(WIHS/KIS, 
1990)”  is  corrected  to  read  “(Ref.  46)”. 

2.  On  page  60568,  in  the  se(x>nd 
column,  in  the  fourth  full  paragraph,  in 
the  seventh  lii^,  and  on  page  60569,  in 
the  first  column,  in  the  third  hill 
paragraph,  in  the  first  line,  the  words 
‘The  Surgeon  General’s  Report  Nutrition 
and  Health”  is  corrected  to  read  “The 
Surgeon  General's  Report  on  Nutrition 
and  Health”. 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

[FR  Doc.  92-4721  Filed  3-8-92;  8:45  am) 

BSJJNQ  COM  4W0-ei-« 

21  CFR  Part  101 

(Docket  No.  91N-0100] 

RIN  0905-AB67 

Food  Labeling:  Health  CMme  and 
Label  Statements;  Fo8c  Add  and 
Neural  Tube  Defects;  Correction 

AGENCY:  Food  and  Drug  Administration. 
HHS. 

ACTION:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  the 
proposed  rule  tlmt  puMished  in  the 
Federal  Re^ster  of  November  27. 1991 
(56  FR  60610).  The  document  proposed 
not  to  authorize  the  use  on  the  label  and 
labeling  of  foods,  including  dietary 
supplements,  of  health  claims  relating  to 
an  association  between  folic  acid  and 
reduction  in  risk  of  neural  tube  defects. 
The  document  was  published  with  some 
editorial  errors.  This  document  corrects 
those  errors. 

date:  Submit  written  comments  by 
February  25, 1992.  The  agency  is 
proposing  that  any  final  rule  that  may 
issue  ba^d  upon  this  proposal  become 
effective  6  months  following  its 
publication  in  accordance  with 
requirements  of  the  Nutrition  Labeling 
and  Education  Act  of  1990. 

ADDRESSES:  Submit  written  comments 
to  the  Dockets  Management  Brandi 


(HFA-305).  Food'and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  Dr.,  Rockville,  MD  20857 
FOR  FURTHER  INFORMATION  CONTACT: 
Jeanne  L  Raderi  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-268),  Food 
and  Drug  Administration,  200  C  Street 
SW..  Washington.  DC  20204,  202-472- 
6067. 

In  FR  Doc.  91-27167,  appearing  at 
page  60610  in  the  Federal  Register  of 
Wednesday.  November  27. 1991,  the 
following  corrections  are  made: 

1.  On  page  60610,  in  the  first  column, 
in  the  “DATES”  paragraph,  in  the  first 
line,  “(January  27, 1992”  is  corrected  to 
read  "February  25, 1992”. 

2.  On  page  60611,  in  the  first  column, 
in  the  third  paragraph,  in  the  third  line, 
the  word  “with”  is  added  after  “vary”. 

3.  On  page  60614,  in  the  third  column, 
in  the  fourth  full  paragraph,  in  the  fifth 
line,  “casecontroi”  is  corrected  to  read 
“case-control”. 

4.  On  page  60616,  in  Table  2.  in  the 
“Results”  column,  in  the  fourth  entry, 
the  words  "than  for  those  whose  diets 
provided  <100  |Ag  folate  per  day”  is 
added  after  the  phrase  “folate  per  day" 
at  the  end  of  the  entry. 

5.  On  page  60616,  in  the  first  column, 
in  the  first  fiill  paragraph,  in  the  14th 
line,  ”380  mg”  is  corrected  to  read  ”380 
Pg**- 

6.  On  page  60619,  in  the  third  column, 
under  paragraph  “a.”,  in  the  second  line, 
the  word  "Dericonceptional”  is 
corrected  to  read  “Periconceptionar*. 

7.  On  page  60621,  in  the  first  column, 
in  the  second  complete  paragraph,  in  the 
sixth  line,  the  word  “kingdom”  is 
removed. 

8.  On  page  60623,  in  the  first  column, 
under  item  VL  in  the  second  line, 
“January  27. 1992”  is  corrected  to  read 
"February  25. 1992”;  in  the  second 
column,  in  Reference  5,  the  title  "British 
Journal  of  Obstetrics  and  the 
Gynaecology’,  is  corrected  to  read 
"British  Journal  of  Obstetrics  and 
Gynaecology”',  in  Reference  9.  the  word 
"Enidemiologic"  is  corrected  to  read, 
"Epidemiologic" . 

9.  On  page  60624,  in  the  first  column, 
in  Reference  33,  the  word  "Diaanosis"  is 
corrected  to  read  "Diagnosis". 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

[FR  Doc.92-4772  Filed  3-8-92: 8:45  am) 

MUMQ  COM  41SS«V4I 
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21  CFR  Part  101 
(Docket  No.  91N-01011 
RIN  0905-AB67 

Food  Labeling:  Health  Claims  and 
Label  Statements;  Antioxidant 
Vitamins  and  Cancer;  Correction 

agency:  Food  and  Drug  Administration. 
HHS. 

ACTION:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  appeared  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60624).  The  document  proposed 
not  to  authorize  the  use  on  foods, 
including  dietary  supplements,  of  health 
claims  relating  to  the  association 
between  antioxidant  vitamins  and 
cancer.  The  document  was  published 
with  some  editorial  errors.  This 
document  corrects  those  mrors. 

DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1^. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305],  Food  and  Drug  Aministration,  rm. 
1-23, 12420  Parklawn  Dr..  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  N.  Hathcock,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-268), 
Food  and  Drug  Administration,  200  C 
Street  SW„  Washington,  DC  20204, 202- 
245-1198. 

In  FR  Doc.  91-27161,  appearing  on 
page  60624  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60625,  in  the  third  column, 
in  the  third  full  paragraph,  in  the  6th  and 
10th  lines.  “Ref.  4”  is  corrected  to  read 
“Ref.  4a”. 

2.  On  page  60626,  in  the  first  column, 
in  the  ninth  line,  the  words  “A  way”  is 
corrected  to  read  “Another  way”. 

3.  On  page  60627,  in  the  Rrst  column, 
in  paragraph  “a.”,  in  the  fifth  line.  “Refs. 
4"  is  corrected  to  read  “Refs.  4a". 

4.  On  page  60632,  in  the  second 
column,  in  the  fifth  paragraph,  in  the 
fourth  line,  the  words  “5  of  more”  are 
corrected  to  read  “5  or  more”. 

5.  On  page  60638,  in  the  third  column. 
Reference  4b  is  removed. 

6.  On  page  60639.  in  the  first  column^ 
Reference  5a  is  removed. 

7.  On  page  60640,  in  the  first  column, 
in  Reference  66.  in  the  third  line,  the 
word  "Miconudei”  is  corrected  to  read 


“Micronuclei”;  and  in  the  second 
column.  Reference  72b  is  removed. 

8.  On  page  60641,  in  the  second 
column.  Reference  127,  first  line,  the 
author’s  name  “Ferrell,  P.M.”  is 
corrected  to  read  “Farrell.  P.M.". 

9.  On  page  60651,  in  Table  16.  under 
the  heading  “Authors/year."  the  fifth 
entry  “Verrault"  is  corrected  to  read 
“Verreault". 

Dated:  February  21. 1991. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

[FR  Doa  92-4723  Piled  3-5-92: 8:45  am] 

BtUMO  COOC  4ia0-01-M 

21  CFR  Part  101 
(Docket  No.  •IN-01021 
RIN0905-ADOe 

Food  Labeling:  Health  Claims;  Zinc  and 
Immune  Function  in  the  Elderly; 
Correction 

agency:  Food  and  Drug  Administration. 
HHS. 

action:  Proposed  rule;  correction. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  published  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60652).  The  document  proposed 
not  to  authorize  the  use  on  foods, 
including  dietary  supplements,  of  health 
claims  relating  to  the  association 
between  zinc  and  immune  function  in 
the  elderly.  The  document  was 
published  with  some  editorial  errors. 
This  document  corrects  those  errors. 
DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  ^at  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

James  E.  Hoadley,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-288), 
Food  and  Drug  Administration,  200  C 
Street  SW..  Washington.  DC  20204, 202- 
472-5104. 

In  FR  Doc.  91-27163,  appearing  on 
page  60652  in  the  Federal  Register  of 
Wednesday,  Novemlier  27, 1991,  the 
following  corrections  are  made: 

1.  On  page.  60652  in  the  first  column, 
after  the  “dates”  section,  the 
“ADDRESSES”  section  was  inadvertently 
omitted.  It  is  added  to  read  as  follouvsr 


“ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA-305) 
Food  and  Drug  Administration,  rm  1-23, 
12420  Parklawn  Dr.,  Rockville,  MD 
2085r’ 

2.  On  page  60656,  in  Table  1.  in  the 
“Reference"  column,  the  entry  “Bracker 
et  al.,  1968  (Ref.  35).”  is  corrected  to  read 
“Bracker  et  al.,  1988  (Ref.  33).”  and  in 
the  “Results”  column,  in  the  fifth  entry, 
line  3.  “p<05”  is  corrected  to  read 
“p<.05,”. 

3.  On  page  60657,  in  the  “Reference” 
column,  the  entry  “Bogden  et  al.,  1990 
(Ref.  34).”  is  corrected  to  read  “Bogden 
et  aL  1990  (Ret  35).”;  and  in  the 
“Description  of  subjects”  column,  line  2 
“389”  is  corrected  to  reqd  “89”. 

4.  On  page  60662,  in  the  first  column, 
in  Reference  8.  “Sherman.  AH.,  N.A. 
and”  is  corrected  to  read  “Sherman, 

A.R.  and  N.A.”:  in  Reference  9,  the  word 
“of  is  added  after  the  word  “/ournal”-, 
in  (he  second  column,  in  Reference  26, 
line  3,  the  words  “edited  by  W.  R. 
Beisel,”  are  added  before  ^e  word 
“Federation”;  and  in  the  third  column. 
Reference  40,  “48:373-0, 1990,"  is 
corrected  to  read  “48:373-379, 1990”. 

5.  On  page  60663,  in  the  first  column. 
Reference  48.  "Journal  of  the  American 
Association"  is  corrected  to  read 
"Journal  of  the  American  Medical 
Association". 

Dated:  Febmaiy  21. 1992. 

Midiaal  R.  Taylor. 

Deputy  Commissioner  for  Policy, 

(FR  Doc.  92-4724  Filed  3-5-92;  8:45  am] 
nujNQ  COOC  4tao-oi-« 

21  CFR  Part  101 

(Docket  Na  91N-0103) 

RIN  0905-AB67 

Food  Labeling:  Health  Claims  and 
Label  Statements;  Omega-3  Fatty 
Acids  and  Coronary  Heart  Disease; 
Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

action:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  appeared  in  the 
Federal  Register  of  November  27. 1991 
(56  FR  60663).  The  document  proposed 
not  to  authorize  the  use  on  foods, 
including  dietary  supplements,  of  health 
claims  rdating  to  the  association 
between  omega-3  fatty  acids  and 
coronary  heart  disease.  The  document 
was  published  with  some  editorial 
errors.  This  document  corrects  those 
errors. 
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dates:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  Hnal  rule  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

John  C.  Wallingford,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-265), 
Food  and  Drug  Administration,  200  C 
Street,  SW.,  Washington,  DC  20204,  202- 
245-0835.  t 

In  FR  Doc.  91-27166,  appearing  on 
page  60663  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60663,  in  the  third  column, 
under  the  SUPPLEMENTARY  information 
caption,  in  the  Hrst  paragraph,  in  the 
second  line  from  the  bottom, 
“403(r)(i){B)”  is  corrected  to  read 
*‘403(r)(l)(B)”;  and  in  the  third 
paragraph,  line  3,  "(b)(l)(a)(x)”  is 
corrected  to  read  “(b)(l)(A)(x)”. 

2.  On  page  60665,  in  the  first  column, 
in  the  third  full  paragraph,  in  the  second 
line  from  the  bottom,  the  word 
“specific”  is  removed:  and  in  the  second 
column,  in  the  first  full  paragraph,  lines 
27-29,  “on  ‘Cardiovascular  Effects  from 
Omega-3  Fatty  Acids’  "  is  removed,  and 
“  ‘Evaluation  of  Publicly  Available 
Scientific  Evidence  Regarding  Certain 
Nutrition-Disease  Relationships:  7. 
Omega-3  Fatty  Acids  and  Heart 
Disease’  ’’  is  added  in  its  place. 

3.  On  page  60666,  in  the  first  column, 
line  17,  the  period  after  the  word 
"comment"  is  removed,  and  the  words 
“except  for  the  submitted  book,  ‘Health 
Effects  of  0)3  Polyunsaturated  Fatty 
Acids  in  Seafoods.’  ’’  are  added  in  its 
place;  in  the  second  column,  under  the 
heading  “B.  Other  Reports",  in  the 
eighth  line,  “(Ref.  115)’’  is  added  after 
the  word  "documented”;  and  in  the  third 
column,  in  the  last  paragraph,  line  1, 
“(Ref.  100)’’  is  added  after  the  word 
“report". 

4.  On  page  60667,  in  the  first  column, 
in  the  first  full  paragraph,  in  the  third 
line  from  the  bottom,  “(Ref,  100)’’  is 
added  after  the  word  “report”;  in  the 
third  full  paragraph,  line  13, 
“placebocontrolled”  is  corrected  to  read 
“placebo-controlled";  and  in  the  second 
column,  in  the  second  full  paragraph, 
line  3,  the  word  "Assessment”  is 
corrected  to  read  “Comments". 

5.  On  page  60672,  in  the  first  column, 
in  the  second  full  paragraph,  line  1, 


“(Ref.  100)’’  is  added  after  the  word 
“report”. 

6.  On  page  60673,  in  the  first  column, 
in  Reference  7,  “W-3’’  is  corrected  to 
read  “o>-3’’;  in  the  second  column,  in 
Reference  20,  “N-3’’  is  corrected  to  read 
“a)-3":  in  Reference  27,  third  column, 
line  2,  "Arterio  Sclerosis,"  is  corrected 
to  read  "Arteriosclerosis,";  and  in 
Reference  41,  ‘’N-3’’  is  corrected  to  read 
“C!h-3  ’. 

7.  On  page  60674,  in  the  first  column, 
in  References  42  and  54,  “N-3’’  is 
corrected  to  read  “ci>-3’’;  in  the  second 
column,  in  Reference  61,  ’‘W-3’’  is 
corrected  to  read  “o>-3’’;  References  68 
and  69  are  corrected  to  read  as  follows: 

68.  Hirai,  A.,  T.  Terano,  H.  Saito,  Y. 

Tamura,  S.  Yoshida,  “Clinical  and 
Epidemiological  Studies  of  Eicosapentaenoic 
Acid  in  Japan,”  in  Proceedings  of  the  AOCS 
Short  Course  on  Polyunsaturated  Fatty  Acids 
and  Eicasanoids,  W.  E.  M.  Lands,  Ed.  AOCS, 
Champaign,  IL. 

69.  Hollander,  W.,  S.  Hong,  B. ). 

Kirkpatrick,  A.  Lee,  M.  Colombo,  S.  Prusty, 
“Differential  Effects  of  Fish  Oil  Supplements 
on  Atherosclerosis,”  Circulation,  76:IV-313, 
1987. 

8.  On  the  same  page,  in  the  third 
column,  in  Reference  79,  line  1,  the 
author’s  name  “Kusion,  S.  E.”  is 
corrected  to  read  “Kasim,  S.  E.’’;  and  in 
Reference  86,  “N-3’’  is  corrected  to  read 
“ti)— 3”. 

9.  On  page  60675,  in  the  first  column, 
in  References  88  and  89,  “N-3’’  is 
corrected  to  read  “ti)-3’’:  also  in 
Reference  89,  line  4,  the  word  "Intern"  is 
corrected  to  read  "Internat';  in 
Reference  91,  “N-3’’  is  corrected  to  read 
“a)-3’’;  in  Reference  100,  the  title 
“Cardiovascular  Effects  from  Omega-3 
Fatty  Acids"  is  corrected  to  read 
“Evaluation  of  Publicly  Available 
Scientific  Evidence  Regarding  Certain 
Nutrition-Disease  Relationships:  7. 
Omega-3  Fatty  Acids  and  Heart 
Disease”;  in  the  second  column,  in 
Reference  111,  ‘‘N-3’’  is  corrected  to 
read  “a>-3”:  in  Reference  114,  ‘‘W-3’’  is 
corrected  to  read  ‘‘&>-3’’;  and  in  the  third 
column.  Reference  122  is  corrected  to 
read  as  follows: 

122.  Weiner,  B.  H.,  I.  S.  Ockene,  P.  H. 
Levine,  et  al.,  “Inhibition  of  Atherosclerosis 
by  Cod-Lover  Oil  in  a  Hyperlipidemic  Swine 
Model,”  New  England  Journal  of  Medicine, 
315:841-846, 1986. 

10.  On  page  60676,  in  the  first  column, 
in  Reference  133,  “N-3"  is  corrected  to 
read  ‘‘<ii>-3”. 

11.  On  page  60677,  in  Table  1,  in  the 
“Reference”  column,  the  fifth  entry  is 
corrected  to  read  as  follows:  “Harai  et 
al.  1980  in  Proceedings  of  the  AOCS 
Short  Course  on  Polyunsaturated  Fatty 
Acids  and  Eicosanaids,  W.  E.  M.  Land, 
editor,  AOCS,  Champaign,  IL." 


12.  On  page  60679,  in  Table  2,  in  the 
“Comments”  column,  in  the  second 
entry,  line  6,  the  word  “can”  is  removed. 

13.  On  page  60682,  in  Table  2,  in  the 
“Subjects"  column,  in  the  eighth  entry, 
“insulin-dependent”  is  corrected  to  read 
“noninsulin-dependent”. 

14.  On  page  60685,  in  Table  2,  in  the 
“Reference”  column,  in  the  eighth  entry. 
“9:352”  is  added  after  the  word 
"Nutrition";  and  in  the  “Amount” 
column,  in  the  ninth  entry,  ’’n-3”  is 
corrected  to  read 

15.  On  page  60686,  in  Table  2,  in  the 
“Reference”  column,  in  the  sixth  entry, 
“Suppl.”  is  removed,  and  “48:469”  is 
added  in  its  place;  and  in  the  last  entry, 
“77:53”  is  Sdded  after  the  word 
“Atherosclerosis";  in  the  “Amount” 
column,  in  the  seventh  entry,  ’‘n-3”  is 
corrected  to  read  “a)-3”. 

16.  On  page  60687,  in  Table  2,  in  the 
“Amount”  column,  in  the  first  entry,  “n- 
3”  is  corrected  to  read  “0-3”. 

17.  On  page  60688,  in  Table  2,  in  the 
“Findings”  column,  in  the  second  entry, 
“Tgs”  is  corrected  to  read  ‘TGs”:  in  the 
fourth  entry,  the  word  “angine”  is 
corrected  to  read  “angina”;  and  in  the 
“Comments”  column,  in  the  sixth  entry, 
lines  3  and  4,  the  phrase  “from  n-3  fatty 
acids,  large  amt  of  n-3s”  is  corrected  to 
read  “from  a)-3  fatty  acids,  large  unit  of 
ci)~3s  • 

18.  On  page  60689,  in  the  paragraph 
following  Table  2,  at  the  end  of  line  4, 
the  words  “RBC,  red  blood  cell:  IDDM, 
insulin-dependent  diabetes  mellitus; 
NIDDM,  Noninsulin-dependent  diabetes 
mellitus;  MI  myocardial  infarction  (heart 
attack);  AMA,  American  Medical 
Association:  GI,  gastrointestinal;  HbA, 
hemoglobin  A”,  which  were 
inadvertently  omitted,  are  added. 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

[FR  Doc.  92-4725  Filed  3-5-92;  8:45  am] 

BILLING  CODE  4t60-01-M 


21  CFR  Part  130 
[Docket  No.  91N-0317  et  al.] 

RIN  0905-AD08 

Food  Standards:  Requirements  for 
Substitute  Foods  Named  by  use  of  a 
Nutrient  Content  Claim  and  a 
Standardized  Term;  Correction 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  appeared  in  the 
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Federal  Register  of  November  27, 1991 
(56  FR  60512).  The  document  proposed 
to  amend  the  General  Provisions  for 
food  standards  to  prescribe  a  general 
definition  and  standard  of  identity  for 
substitute  foods  named  by  use  of  a 
nutrient  content  claim  defined  in  21  CFR 
part  101  (such  as  “fat  free,"  “low 
calorie,"  and  “light")  in  conjunction  with 
a  traditional  standardized  name  (for 
example  “reduced-fat  sour  cream").  The 
document  was  published  with  some 
editorial  errors.  This  document  corrects 
those  errors. 

DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Shellee  A.  Davis,  Center  for  Food  Safety 
and  Applied  Nutrition  (HFF-414),  Food 
and  Drug  Administration.  200  C  Street 
SW.,  Washington.  DC  20204,  202-485- 
0112. 

In  FR  Doc.  91-27170,  appearing  on 
page  60512  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60517,  in  the  third  column, 
in  the  second  full  paragraph,  in  the 
eighth  line  from  the  bottom, 
“403(r)(5)(CC)"  is  corrected  to  read 
“403(r)(5)(C)”. 

2.  On  page  60518.  in  the  second 
column,  in  the  third  full  paragraph,  in 
the  last  line,  “§  101.62(b)(2)(ii)"  is 
corrected  to  read  “§  101.13(j)(2)(ii)". 

3.  On  page  60520,  in  the  second 
column,  in  the  second  full  paragraph,  in 
the  fifth  line.  “21  CFR  133.134"  is 
corrected  to  read  “21  CFR  133.133". 

§  130.10  [Corrected] 

4.  On  page  60523,  in  the  first  column, 
in  §  130.10  Requirements  for  substitute 
foods  named  by  use  of  a  nutrient 
content  claim  and  a  standardized  term, 
in  paragraph  (c),  in  the  third  line  from 
the  bottom,  “onehalf  is  corrected  to 
read  “one-half. 

Dated:  February  21. 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy, 

[FR  Doc.  92-4726  Filed  3-5-92;  8:45  am] 
BILUNQ  CODE  416<M)1-M 


21  CFR  Part  101 
[Docket  No.  91N-00961 
RIN  0905-AB67 

Food  Labeling:  Health  Claims  and 
Label  Statements;  Lipids  and 
Cardiovascular  Disease;  Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

action:  Proposed  rule;  correction. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  appeared  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60727),  that  proposed  to  authorize 
the  use  on  foods  and  food  labeling  of 
health  claims  relating  to  the  association 
between  reduction  in  dietary  intake  of 
lipids  (particularly  saturated  fats  and 
cholesterol),  decreased  blood 
cholesterol,  and  decreased  risk  of 
cardiovascular  disease,  particularly 
coronary  heart  disease.  The  document 
was  published  with  some  editorial 
errors.  This  document  corrects  those 
errors. 

DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  they  may  issue  based 
upon  this  proposal  become  effective  6 
months  following  its  publication  in 
accordance  with  requirements  of  the 
Nutrition  Labeling  and  Education  Act  of 
1990. 

ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Paddy  Wiesenfeld,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-268). 
Food  and  Drug  Administration,  200  C 
Street  SW.,  Washington,  DC  20204,  202- 
245-1492. 

In  FR  Doc.  91-27169  appearing  on 
page  60727,  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60728,  in  the  first  column, 
in  the  first  full  paragraph,  line  14, 
“(omega-6-fatty  acids)"  is  corrected  to 
read  “(omega-3-fatty  acids)";  and  in  line 
15,  (omega-3-fatty  acids)"  is  corrected  to 
read  “(omega-6-fatty  acids)". 

2.  On  page  60731,  in  the  Hrst  column, 
in  the  first  full  paragraph,  in  the  fifth  line 
from  the  bottom,  the  word  “fat"  is 
corrected  to  read  “products";  in  the  last 
line  “Ref.  150"  is  corrected  to  read  “Ref. 
29";  and  in  the  third  column,  after  the 
first  full  paragraph,  the  following 
paragraph  was  inadvertently  omitted 
and  is  added  to  read  as  follows: 


Many  recent  studies  have  demonstrated  a 
positive  link  between  dietary  saturated  fatty 
acids  and  serum  cholesterol  levels  within 
populations.  These  results  strengthen  the 
previous  conclusions  based  on  between 
populations  studies  which  showed  a  clear 
correlation  of  saturated  fatty  acid  and  CHD. 
Unanswered  questions,  however,  still  persist 
about  the  mechanisms  by  which  saturated 
fatty  acids  raise  total  cholesterol  and 
variability  of  individual  response  to  saturated 
fatty  acids.  Some  recent  data  suggest  that 
variability  of  response  to  saturated  fatty  acid 
is  congruent  with  that  of  dietary  cholesterol. 

3.  On  page  60733,  in  the  first  column, 
in  the  third  full  paragraph,  line  9  “(5.65 
mmol/L;  218  mg/dL)  (5.65  mmal/L;  218 
mg/dL)"  is  corrected  to  read  “(5.56 
mmol/L;  218  mg/dL)";  and  in  line  15, 
“5.45  mmal/L"  is  corrected  to  read  “5.45 
mmol/L";  and  in  the  third  column,  in  the 
second  full  paragraph,  the  last  line, 

“220"  is  corrected  to  read  “200". 

4.  On  page  60734,  in  the  first  column, 
in  the  last  paragraph,  line  2,  the  word 
"cholesterol "  is  added  to  the  heading, 
after  the  word  “serum";  in  the  third 
column,  before  paragraph  “(2)",  the 
following  paragraph,  which  was 
inadvertently  omitted,  is  added  to  read 
as  follows: 

The  effectiveness  of  dietary  counseling  on 
the  appearance  of  new  coronary  lesions  was 
reported  by  Blankenhom  et  al.  (Ref.  7). 
Eighty-two  placebo  controls  out  of  162 
subjects  of  the  (randomized,  blinded, 
controlled:  Cholesterol  Lowering 
Atherosclerosis  Study  (CLAS))  trial  were 
examined.  Dietary  goals  for  the  placebo 
controlled  subjects  were  to  reduce  total 
dietary  fat  and  saturated  fat  to  26  and  5 
percent  of  calories,  respectively.  In  those 
subjects  with  no  new  coronary  lesions, 
calories-from  total  and  staturated  fat  was 
27.5  and  7.4  percent  respectively.  In  those 
subjects  with  new  coronary  lesions,  the 
percent  of  calories  from  total  fat  and 
saturated  fat  was  34.1  and  9.2  percent, 
respectively.  Dietary  assessment  was 
determined  from  24-hour  dietary  recall  data. 

5.  On  page  60735,  in  the  first  column, 
in  the  first  full  paragraph,  line  1,  the 
word  “of  is  added  after  the  word 
“number";  and  in  line  2,  “and  clinical 
trials"  is  removed;  in  the  fourth  full 
paragraph,  line  6,  “(Ref.  66)"  is  added 
after  the  word  “levels";  in  the  second 
column,  line  13,  “2-"  is  corrected  to  read 
“25”;  in  the  first  full  paragraph,  line  1, 
“(Ref.  41)"  is  added  after  the  word 
“study”;  and  in  the  third  column,  in  the 
third  full  paragraph,  line  9,  the  word 
“and"  is  added  before  the  word  “salad" 

6.  On  page  60736,  in  the  first  column, 
in  the  first  full  paragraph,  line  3,  “1885" 
is  corrected  to  read  “1985";  and  the  last 
sentence  is  removed. 

7.  On  page  60738,  in  the  first  column, 
in  the  first  paragraph,  line  10,  “40”  is 
corrected  to  read  “400". 
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8.  On  page  60739,  in  the  Rrst  column, 
in  the  second  full  paragraph,  in  the 
seventh  line  from  the  Attorn  “(Ref.)"  is 
corrected  to  read  “(55  FR  29487)";  in  the 
fourth  line  from  the  bottom  “(Ref.)"  is 
corrected  to  read  “(56  FR  12932)";  in  the 
third  column,  in  the  second  full 
paragraph,  line  14.  the  words  “The  issue 
oF’  are  removed  and  the  words 
“Another  major  issue,  the  relationship 
of  are  added  in  their  place,  and  in  line 
15,  a  comma  is  added  after  the  word 
“cancer". 

9.  On  page  60740,  in  the  first  column, 
in  the  second  full  paragraph,  line  15,  the 
words  “be  made"  are  added  after  the 
word  “must". 

10.  On  page  60742,  in  the  third  column, 
in  Reference  3,  “Hypertension"  is 
corrected  to  read  "Hypertension"',  in 
Reference  11.  line  3.  the  word 
“Apolipoprotein"  is  removed;  and  in  line 
4,  “Apol  ipoprote  in"  is  corrected  to  read 
“Apolipoprotein". 

11.  On  page  60743.  in  the  third  column. 
Reference  54,  is  corrected  to  read  as 
follows: 

54.  Grundy.  S.  and  G.  L  Vega,  “Plasma 
Cholesterol  Responsivenes  to  Saturated  Patty 
Acids,"  American  Journal  of  Clinical 
Nutrition,  47:822-824, 1988. 


12.  On  the  same  page,  in  Reference  61. 
the  author’s  name  “Hegsted,  M.  D."  is 
corrected  to  read  “Hegested,  D.  M.";  in 
Reference  62,  the  author's  name  “).  S. 
Chamoci"  is  corrected  to  read  "J.  S. 
Chamock”. 

13.  On  page  60744,  in  the  second 
column,  in  Reference  86.  “Intervention 
Metabolism"  is  corrected  to  read 
“Intervention,  Metabolism. 

14.  On  page  60745,  in  the  first  column, 
in  Reference  104,  “Cholesterol 
Physiological  Reviews"  is  corrected  to 
read  “Cholesterol,  Physiological 
Reviews,"’,  in  the  third  column,  in 
Reference  145,  “325:462-6”  is  corrected 
to  read  “325:461-466”. 

15.  On  page  60746,  in  the  first  column. 
Reference  152  was  inadvertently  omitted 
and  is  added  to  read  as  follows: 

152.  Crane,  N.,  “Lipids  and  Cardiovascular 
Disease — Food  that  Would  and  Would  Not 
Qualify  for  a  Health  Claim,”  Memo  to  FDA 
File,  References  for  Food  Labeling:  Health 
Claims;  Lipids  and  Cardiovascular  Disease: 
Proposed  Rule,  October  23. 1991. 

16.  On  page  60746,  in  Table  1,  in  the 
“Results”  column  in  the  second  entry, 
line  9,  the  word  “reduction"  is  corrected 
to  read  “increase". 


17.  On  page  60749,  in  Table  1,  in  the 
“Duration"  column,  in  the  first  entry, 
“Cross-sectional"  is  corrected  to  read 
“N/A”. 

18.  On  page  60750,  in  Table  1.  in  the 
“Study  Design”  column,  in  the  second 
entry,  line  3,  the  word  “werum"  is 
corrected  to  read  “serum";  and  in  the 
“Results"  column,  in  the  first  entery,  line 
11,  “(<5.16  mml/1)”  is  corrected  to  read 
“(<5.16  mmol/1)”. 

19.  On  page  60751,  in  Table  1,  in  the 
“Results"  column,  in  the  first  entry,  line 
10,  “1090”  is  corrected  to  read  “1909”. 

20.  On  page  60753,  in  Table  2,  in  the 
“Assessment/comments"  column,  in  the 
first  entry,  lines  2-3,  “ND/DIDDM"  is 
corrected  to  read  “ND/NIDDM  groups”. 

21.  On  page  60754,  in  Table  2,  in  the 
“Method/test/dose”  column,  a  sentence 
was  inadvertently  omitted  and  is  added 
to  the  end  of  the  first  entry  to  read  as 
follows:  “Diets  enriched  in  MUFA  and 
PUFA  compared;  17%  of  calories  derived 
from  either  MUFA  or  PUFA;  SFA 
concentration  identical  in  two  diets."; 
and  an  entry  for  Blankenhom,  which 
was  inadvertently  omitted,  is  added 
after  the  firt  entry  to  read  as  follows: 
BILUNQ  COOC  4tS0-41-M 


■>w 


Study  population 


Blankanhorn  •t  al.  1990 
(Raf.  7) 


Pro^activa  analysis  of 
randott«  blind  control lad 
angiographic  clinical 
trial. 


162  (82  placabo)  subjects  of 
eholastarol  lowering 
athafosclarosis  study 
(CLAS);  awn  40-59  years  old 
with  progressiva 
atherosclerosis  non- 
SBOkers,  diet  counseled. 


8ILUNQ  CODE  416(M^1-C 


Angiographic  analyaas  of  I  Incroatod  coniuaptioa  of  total  fat  I  Angiographic  OMsination  dona 


and  PUFA  was  assoc  iatad  with  an 
incraasa  in  naw  lasions. 


I  Incraasa  intaka  of  lauric,  olaic 
j  and  linolaic,  significantly 


Thosa  with  no  naw  lasions  consuaad 
mora  low  fat  saats,  low  fat  dairy 
products. 

Authors  suggastad  sxibstitutions  of 
protain  and  earbo  for  total  fat* 
SFA  and  not  PUPA  and  NUPA. 

In  addition*  transport  and  natab  of 
UFA  ara  diffarant  in  aarly  stagas 
of  atharoganasis  as  coaparad  with 
lata  stagas  bacausa  diat  PA  can 
influanca  a  variety  of  arterial 
wall  processes. 


wall  with  2  experts  viewing 
siaultanaously,  blind, 
duplicated  sanplas. 
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22.  On  the  same  page,  in  Table  2,  in 
the  “Method/test/dose"  column,  in  the 
fourth  entry,  lines  8-9,  “American  Heart 
Association”  is  added  before  the  word 
“diet,"  and  the  following  text,  which 
was  inadvertently  omitted,  is  added 
after  the  word  “diet"  to  read  as  follows: 
“Actual  dietary  SFA  consumed  was 
between  9  and  11%  of  calories  and 
cholesterol  was  between  211  and  288 
mg/day.  Diets  assessed  by  3-day  food 
records  prior  to  study  and  at  12 
months.";  in  the  “Results"  column,  in  the 
third  entry,  in  line  10,  “APO  I"  is 
corrected  to  read  “apo  I";  and  in  lines 
15-16,  the  words  “LPL  decreased  23% 

HL  decreased  17%"  is  corrected  to  read 
“Lipoprotein  lipase  (LPL)  decreased  23% 
and  hepatic  lipase  (HL)  decreased  17%", 

23.  On  page  60755,  in  Table  2,  in  the 
“Method/test/dose"  column,  in  the  third 
entry,  “High  Fat  diet  vs  Low  Fat  diet 
Lovastatin  (40  mg/day)  (drug)."  is 
corrected  to  read  “High  fat  diet  (total  fat 
43%  and  SFA  18.9%  of  calories)  and  low 
fat  diet  (total  fat  25%  and  SFA  8%  of 
calories);  Lovastatin  (40  mg/day) 
(drug).". 

24.  On  page  60756,  in  Table  2,  in  the 
“Method/test/dose"  column,  in  the  Hrst 
entry,  line  2,  the  words  “1.  PUFA 
enriched"  is  corrected  to  “1.  PUFA 
enriched  (Saf  oil);  in  line  3,  “2.  MUFA 
enriched  PUFA  Saf  oil  MUFA  O  oil."  is 
corrected  to  read  “2.  MUFA  enriched  (O. 
oil).  SFA  was  8.3%  and  cholesterol  was 
152  mg/day  in  both  diets.  MUFA 
concentration  in  PUFA  enriched  diet 
was  8.9%  and  14%  in  MUFA  enriched 
diet.";  in  the  second  entry,  after  the  last 
line,  the  following  text,  which  was 
inadvertently  omitted,  is  added  to  read 
as  follows:  “Total  fat  was  29%,  MUFA 
was  7.5%  of  calories,  respectively;  ratio 
of  PUFA  to  SFA  was  1.5.”;  in  the 
"Results”  column,  in  the  third  entry,  line 
13,  the  word  "increase"  is  corrected  to 
read  “decrease”. 

25.  On  page  60757,  in  Table  2,  in  the 
"Reference”  column,  in  the  second 
entry,  “(Ref.  53)"  is  corrected  to  read 
“(Ref.  54)";  in  the  third  entry,  “(Ref.  54)” 
is  corrected  to  read  “(Ref.  53)”;  in  the 
“Method/test/dose”  column,  the  third 
entry  is  corrected  to  read  as  follows: 
“Solid  Food  diets.  Diet  1.  High  SFA-high 
cholesterol  (Fat  40%,  SFA  19%,  MUFA 
15%,  PUFA  6%  of  calories,  cholesterol 
900  mg/day).  Diet  2.  High  MUFA/low 
cholesterol  (Fat  40%,  SFA  7%,  MUFA 


27%;  PUFA  6%  of  calories,  cholesterol 
200  mg/day).  Diet  3.  High  carbo-low  fat 
(Fat  20%,  SFA  7%,  MUFA  7%,  PUFA  6%, 
cholesterol  200  mg/day).”;  and  in  the 
“Results"  column,  in  the  third  entry,  line 
8,  “col”  is  corrected  to  read  “chol”. 

26.  On  page  60758,  in  Table  2,  in  the 
“method/test/dose"  column,  in  the 
second  entry,  Ine  5,  “chol’  eggs"  is 
corrected  to  read  “chol = eggs";  in  the 
“Results”  column,  in  the  second  entry, 
line  3,  “apo  8"  is  corrected  to  read  “apo 
B”. 

27.  On  page  60760,  in  Table  2,  in  the 
“Method/test/dose”  column,  in  the  third 
entry,  the  following  text,  which  was 
inadvertently  omitted,  is  added  after  the 
last  item;  “Pre  and  post  test  diets,  fat 
provided  by  mixture  of  fats  (MF),  Fat 
composition  of  diets  as  follows;  Diet  1 
(Canola  >MUFA):  SFA  5%,  MUFA  20%, 
and  PUFA  10%  of  calories.  Diet  2 
(Sunflower  >PUFA):  SFA  7%,  MUFA 
7%,  and  PUFA  22%  of  calories.  Diet  3. 

MF:  SFA  14%,  MUFA  15%  and  PUFA  7% 
of  calories." 

28.  On  page  60762,  in  Table  2,  in  the 
“Study  design”  column,  in  the  third 
entry,  line  3,  “lips"  is  corrected  to  read 
“lipids”;  in  the  “Method/test/dose” 
column,  in  the  second  entry,  the 
following  text,  which  was  inadvertently 
omitted,  is  added  after  the  word 
“legumes”:  “Fat  was  33.3%  of  calories, 
PUFA/SFA  ratio  was  0.45,  and 
cholesterol  was  300  mg/day.";  and  in  the 
“Results"  column,  in  the  third  entry,  line 
10,  “ad”  is  corrected  to  read  “and”. 

29.  On  page  60763,  in  Table  2,  in  the 
“Reference"  column,  in  the  first  and 
second  entries,  “199”  is  corrected  to 
read  “1990"  and  in  the  second  entry, 
“Rifail”  is  corrected  to  read  “Rifai”;  in 
the  “Assessment/comments”  column,  in 
the  first  entry,  line  5,  the  word 
“profession”  is  corrected  to  read 
“progression";  in  the  same  column,  in 
the  third  entry,  line  11,  “A-1”  is 
corrected  to  read  “Al”. 

30.  On  page  60764,  in  Table  2,  in  the 
“Method/test/dose”  column,  in  the  first 
entry,  the  following  text,  which  was 
inadvertently  omitted,  is  added  after  the 
word  “Sun-MUFA”:  “Fat  was  37  to  43% 
of  calories  in  all  diets.  Fat  composition 
of  diets  was  as  follows:  Diet  1.  SFA  21%, 
MUFA  14%,  and  PUFA  5%  of  calories: 
Diet  2.  SFA  7%,  MUFA  28%,  and  PUFA 
19%  of  calories;  and  Diet  3.  SFA  8%, 
MUFA  14%,  and  PUFA  19%  of  calories.” 


Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

(FR  Doc.  92-4728  Filed  3-5-92;  8:45  am) 
BILUNQ  CODE  4160-«1-M 


21  CFR  Parts  5, 20, 100, 101, 105,  and 
130 

[Docket  No.  91N-0219) 

RIN  0905-AD08 

Regulatory  Impact  Analysis  of  the 
Proposed  Rules  To  Amend  the  Food 
Labeling  Regulations;  Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Regulatory  impact  analysis 
statement;  correction. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  the 
regulatory  impact  analysis  statement 
that  appeared  in  the  Federal  Register  of 
November  27, 1991  (56  FR  60856),  which 
presented  the  regulatory  impact  analysis 
(RIA)  that  FDA  had  prepared  under 
Executive  Order  12291  and  the 
Regulatory  Flexibility  Act  (Pub.  L.  96- 
354)  on  the  costs  and  benefits  of  the 
food  labeling  regulations  that  the  agency 
is  currently  proposing  to  amend.  The 
document  was  published  with  some 
editorial  errors.  This  document  corrects 
those  errors. 

dates:  Written  comments  by  February 
25, 1992. 

ADDRESSES:  Submit  written  comments 
to  the  Dockets  Management  Branch 
(HFA-305),  Food  and  Drug 
Administration,  rm.  1-23, 12420 
Parklawn  Dr.,  Rockville,  MD  20857. 

FOR  FURTHER  INFORMATION  CONTACT: 
Richard  A.  Williams,  Jr.,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-303), 
Food  and  Drug  Administration,  200  C 
Street,  SW.,  Washington,  DC  20204,  202- 
485-0271. 

In  FR  Doc.  91-27171,  appearing  on 
page  60856  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60860,  Table  1  is  corrected 
by  revising  the  last  entry  and  adding 
two  additional  entries  to  read  as 
follows: 
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Table  1.— Industries  Affected  bv  Labeling  Regulations 


(Phasa  1  regulation^ 

(Phase  N 
regulations) 

SIC 

industry  name 

Standard 

ioods.  Percent 

ingredients.  juice 

and  colors  labeling 

labeling 

Raw  fruiL 
vegetables,  and 
m  labeling 

Mandatory 
nutrition 
labeling. 
lorntaL  nubient 
contaru  claims 

2099 

•  • 

Food  praparaSon*.  nac '  _ 

• 

•  • 

...  X 

X 

2834 

Dietary  supplements _ 

,  X 

5411-99 

Grocerastores . 

- 

X  • 

‘  Not  elsewtiera  dassilied. 


2.  On  page  60871,  Table  13,  is 
correct^  to  read  as  follows: 


Table  13.— Estimated  Health  Effects  *  (Over  20  Years) 


Cases  avoided  or  IKe^years 
gained 

Total  annual  cases 

35,179 

500,000 

nwn 

4,028 

514JX)0 

Deaths  awnidert . . . .  .  . 

12,902 

L  if  A-yean  gained  .  . . . 

60.930 

'  Uses  tagllmes  of  2  and  10  years  for  the  occurrence  of  CHD  and  cancer,  respecttvety  folloMng  a  diet  change. 


3.  On  page  60871,  in  column  2.  Table 
14,  the  entry  “Prostate  cancer"  is 
corrected  to  read  “Prostate/breast 
cancer”. 

4.  On  page  60876,  in  column  2,  in  the 
last  paragraph,  line  5,  “3.6  billion"  is 
corrected  to  read  "between  $3.6  billion 
and  $21  billion". 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

[FR  Doc.  92-4729  Filed  3-5-92;  B;4S  am] 

BILUNQ  CODE  41S0-0MI 

21  CFR  Part  101 

[Docket  No.  91N-0344] 

RIN0905-AD0t 

Food  LabeRng;  Use  of  Nutrient 
Content  Claime  for  Butter;  Correction 

agency:  Food  and  Drug  Administration, 
HHS. 

action:  Proposed  rule;  correction 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  would  permit  the  use 
of  nutrient  content  claims 
(“descriptors")  that  are  defined  by 
regulations  in  21  CFR  part  101  to  be 
made  for  butter  (November  27, 1991. 56 
FR  60523).  The  document  was  published 
with  some  editorial  errors.  lUs 
document  corrects  those  errors. 


DATES  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 

addresses:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr..  Rockville.  MD 
20857. 

FOR  FURTHER  WFORMATION  CONTACT: 

Sheliee  A.  Davis  Center  for  Food  Safety 
and  /^plied  Nutrition  (HFF-414),  Food 
and  D^  Administration,  200  C  Street 
SW.,  Washington,  DC  20204,  202-485- 
0112. 

In  FR  Doc.  91-27158,  appearing  on 
page  60523  in  the  Federal  Re^ster  of 
Wednesday,  November  27, 1991,  the 
following  correction  is  made: 

On  page  60525,  in  the  first  column,  in 
the  last  paragraph,  line  1. 
"(3)(b)(l)(a)(viii)"  is  corrected  to  read 
“(3](b)(l)(A)(viii)":  and  in  the  third 
column,  in  the  first  paragraph,  in  the 
fourth  line  from  the  bottom,  quotation 
marks  are  added  before  the  word 
"Contains". 

Dated:  February  21.1992. 

Michael  R.  Tayloi; 

Deputy  Commissioner  for  Policy. 

(PR  Doc.  92-4730  Filed  3-5-02:  6:45  am) 
BHJJNQ  COOC  41SS-S1Hi 


21  CFR  Parts  5, 101,  and  105 

(Docket  No.  91N-03S4) 

RIN  0905-AO0e 

Food  Labeling:  Nutrient  Content 
Claims,  General  Principles,  Petitions, 
Definition  of  Terms;  Correction 

agency:  Food  and  Drug  Administratioru 
HHS. 

action:  Proposed  rule:  correction. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
document  that  proposed  to  provide 
general  principles  and  definitions  for 
nutrient  content  claims  and  to  provide 
for  their  use  on  food  labels  that 
appeared  in  the  Federal  Register  of 
November  27. 1991  (56  FR  60421).  The 
document  was  published  with  some 
editorial  errors.  This  document  corrects 
those  errors. 

DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  final  rule  ^at  may  be  issued  based 
upon  this  proposal  become  effective  6 
months  following  its  publication  in 
accordance  with  requirements  of  the 
Nutrition  Labeling  and  Education  Act  of 
1990. 

ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville.  MD 
20857. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Elizabeth  J.  Campbell,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-312), 
Food  and  Drug  Administration,  200  C 
Street  SW.,  Washington,  DC  20204,  202- 
485-0229. 

In  FR  Doc.  91-27150,  appearing  at 
page  60421,  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60424,  in  the  second 
column,  in  line  21,  *'§  101.13(a)”  is 
corrected  to  read  “§  101.13(b)(3)”. 

2.  On  page  60425,  in  the  first  colunm, 
in  the  second  full  paragraph,  in  the  third 
line  from  the  bottom.  “§  101.13(a)(1)”  is 
corrected  to  read  "§  101.13(g)(1)”. 

3.  On  page  60428,  in  the  first  column, 
in  the  fifth  paragraph,  the  last  sentence 
in  the  quoted  material  is  corrected  to 
read  “In  addition,  section  403(a)  of  the 
act  will  continue  to  prohibit  brand 
names  that  constitute  false  and 
misleading  labeling,  irrespective  of 
whether  the  brand  name  was  exempt 
under  this  provision.” 

4.  On  page  60429,  in  the  Hrst  column, 
in  line  4,  the  word  ”  ‘low.”  is  corrected 
to  read  "  ‘low’  in  the  second  colunm, 
in  the  third  full  paragraph,  in  line  1, 
“section  IV”  is  corrected  to  read 
“section  V”. 

5.  On  page  60431,  in  the  second 
column,  in  line  10,  ”0.5  g”  is  corrected  to 
read  “0.3  g”;  and  in  the  first  full 
paragraph,  line  11,  “§  101.62(d)(l)(i)(8))” 
is  corrected  to  read 

”§  101.62(d)(l)(i)(B))”. 

6.  On  page  60433,  in  the  Hrst  column, 
in  the  third  full  paragraph,  in  line  11, 

"§  101.60(b)(l)(ii)‘‘  is  corrected  to  read 
“§  101.61(b)(l)(iii)”;  and  in  the  second 
column,  in  the  second  full  paragraph,  in 
line  2,  the  words  “to  allow”  are 
removed. 

7.  On  page  60436,  in  the  second 
column,  in  the  second  full  paragraph,  in 
line  11,  “§  101.60(c)”  is  corrected  to  read 
“§  101.60(c)(1)”. 

8.  On  page  60437,  in  the  first  column, 
in  the  second  full  paragraph,  in  line  6, 

“§  101.60(c)(l)(i)”  is  corrected  to  read 
“§  101.60(c)(l)(ii)”:  in  the  second 
column,  in  the  third  full  paragraph,  in 
line  11,  the  words  “  ‘sugar  free,’  ”  are 
corrected  to  read  “  ‘sugars  free’  in  the 
third  column,  in  the  first  full  paragraph, 
the  second  and  third  sentences  are 
removed:  and  in  the  second  full 
paragraph,  lines  3  and  4  are  corrected  to 
read  “stated  its  position  concerning  the 
term  ‘no  sucrose,’  saying  that  its”. 

9.  On  page  60439,  in  the  first  column, 
in  the  second  full  paragraph,  in  line  9, 
“(Ref.  33)”  is  corrected  to  read  “Ref. 

26)”. 

10.  On  page  60441,  in  the  first  column, 
in  line  1,  “§  101.61(b)(4)(iii)”  is  corrected 


to  read  “§  101.61(b)(4)(ii)”;  in  line  17, 

“§  101.61(b)(2)(iii)”  is  corrected  to  read 
“§  101.61(b)(2)(ii)”;  in  the  third  column, 
in  the  third  full  paragraph,  in  line  2, 

“§  101.61(b)(2)(ii)”  is  corrected  to  read 
“5  101.61(b)(2)(i)”;  and  in  line  6, 

“§  101.61(b)(4)(ii)”  is  corrected  to  read 
“§  101.61(b)(4)(i)”. 

11.  On  page  60442,  in  the  first  colunm, 
in  the  second  full  paragraph,  in  line  15, 

“§  105.66(c)(l)(i)”  is  corrected  to  read 
“§  105.66(c)(l)(ii)”. 

12.  On  page  60447,  in  the  first  column, 
in  the  first  full  paragraph,  in  line  5,  the 
word  “changes”  is  corrected  to  read 
“claims”;  in  the  third  full  paragraph,  in 
line  2,  “5  101,13(j)(2)(iii)”  is  corrected  to 
read  “§  101.13(j)(3)”:  and  in  the  second 
column,  in  the  second  full  paragraph,  in 
the  second  line  from  the  bottom,  the 
words  “of  the  1990  amendments”  are 
added  before  the  word  “requires”. 

13.  On  page  60452,  in  the  third  column, 
in  the  fourth  paragraph,  in  line  8,  the 
word  “sugar”  is  corrected  to  “sugars”. 

14.  On  page  60454,  in  the  third  column, 
in  the  second  full  paragraph,  beginning 
in  line  5,  the  words  “that  .reduced'  and 
‘light.”  are  corrected  to  read  “that 
‘reduced’  and  ‘light’  ”;  and  in  the  fourth 
full  paragraph,  in  the  last  line,  “201(a)” 
is  corrected  to  read  ‘‘201(n)”. 

15.  On  page  60457,  in  the  first  column, 
in  the  first  paragraph,  in  the  last  line,  the 
calculation  reading  “4.75X2.8=13.5  g.)” 
is  corrected  to  read  “4.75  (19  percent  of 
the  DRV)  X  2.8=13.5  g.)”. 

16.  On  page  60459,  in  the  third  column, 
in  the  second  full  paragraph,  in  line  2, 
the  words  “in  pursuing  this  end”  are 
removed;  and  in  line  12,  “3(b)(2)(A)(iii)” 
is  corrected  “3(b)(l)(A)(iii)”. 

17.  On  page  60460,  in  the  second 
column,  in  the  fifth  full  paragraph,  in 
line  2,  the  words  “of  the  act”  are  added 
before  the  word  “requires”;  and  in  the 
third  column,  in  the  first  full  paragraph, 
in  line  14,  the  word  “etitioner”  is 
corrected  to  read  “petitioner”. 

18.  On  page  60461,  in  the  third  column, 
in  the  first  full  paragraph,  in  line  7,  the 
word  “nsleading”  is  corrected  to  read 
“misleading”. 

19.  On  page  60466,  in  the  second 
column,  in  the  first  full  paragraph,  in  line 
1,  the  word  “foods”  is  added  after 
“ESL”. 

20.  On  page  60468,  in  the  third  column, 
in  Reference  9,  add  "Journal  of  Nutrition 
Education"  before  “p.  51”;  and  in 
Reference  16,  “Virginia  Wilkening, 
February  12, 1991”  is  corrected  to  read 
“J.  S.  Benson,  July  11, 1990.” 

21.  On  page  60469,  in  the  first  column. 
Reference  26  is  corrected  to  read  as 
follows: 

26.  Joint  Food  and  Agriculture 
Organization/World  Health  Organization 


Food  Standards  Program,  “Codex  Standards 
For  Foods  For  Special  Dietary  Uses  Including 
Foods  For  Infants  And  Children  And  Related 
Code  of  Hygienic  Practice,"  Codex 
Alimentarius  Commission,  Vol.  IX,  1st  ed.. 
p.3,  Rome,  1982. 

22.  On  the  same  page,  in  the  first 
column,  in  Reference  36,  in  line  3,  the 
word  “Service”  is  corrected  to  read 
“Serving”;  in  the  second  column,  in 
Reference  46,  in  line  1,  “0708”  is 
corrected  to  read  “070B”:  and  in 
Reference  52,  in  line  1,  the  word 
“Ledding”  is  corrected  to  read 
“Lidding”. 

§  101.13  ICorrected] 

23.  On  page  60470,  in  $  101.13  Nutrient 
content  claims— general  principles,  in 
paragraph  (j)(2)(i),  in  line  4,  the  word 
“labeling”  is  corrected  to  read  “label” 
the  first  time  it  appears;  in  paragraph 
(j)(2)(iii).  in  line  1,  "(iii)”  is  corrected  to 
read  “(3)”;  on  page  60471,  in  column  1,  in 
paragraph  (n),  in  line  2,  the  word 
“claim”  is  corrected  to  read  “claims” 
and  in  line  4,  the  word  “the”  is  added 
before  the  word  “analytical”;  and  in 
paragraph  (o)(7),  in  the  last  line, 

“5  101.50(h)”  is  corrected  to  read 
“5  101.69(o)”. 

§  101.54  [Corrected] 

24.  On  page  60471,  in  §  101.54  Nutrient 
content  claims  for  “source, "  “high,  “  and 
“more",  in  paragraph  (c)(1),  beginning 
on  tine  7,  the  please  “of  the  (RDI)  or  the 
(DRV)”  is  corrected  to  read  “of  the  RDI 
or  the  DRV”. 

§  101.60  [Corrected] 

25.  On  page  60473,  in  §  101.60  Nutrient 
content  claims  for  the  calorie  content  of 
foods,  in  paragraph  (b)(2)  introductory 
text,  in  the  last  line,  “§  101.13(1)”  is 
corrected  to  read  “§  101.13(1)’’:  in 
paragraph  (b)(3)  introductory  text,  in 
line  4,  “|  101.13(1)”  is  corrected  to  read 
“§  101.13(1)”:  in  paragraph  (b)(4), 
beginning  in  line  3,  the  phrase  “to 
describe  a  food,  except  mealtype 
products  as  defined  in  §  101.13(1)’’  is 
corrected  to  read  “on  the  label  or 
labeling  of  a  food,  except  meal-type 
products  as  defined  in  §  101.13(1)”;  in 
paragraph  (b)(5),  the  phrase  “including 
meal  type  products  as  defined  in 

§  101.13(1),”  is  corrected  to  read  “except 
meal-type  products  as  defined  in 
§  101.13(1),”;  and  paragraph  (b)(6),  which 
was  inadvertently  omitted  is  added  to 
read  as  follows: 

(6)  A  comparative  claim  using  the 
term  “fewer”  may  be  used  on  the  label 
or  labeling  of  meal-type  products  as 
defined  in  §  101.13(1),  provided  that: 

(i)  The  product  contains  at  least  25 
percent  fewer  calories,  with  a  minimum 
reduction  of  more  than  105  calories  per 
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reference  amount  customarily 
consumed,  where  appropriate,  and  per 
labeled  serving  size,  than  the  reference 
food  that  it  resembles  and  for  which  it 
substitutes  as  defined  in  §101.13(j)(l)(i), 
(j){l){ii),  and  (j)(lKiii):  and 

(ii)  Meets  the  requirements  of 
paragraph  (b)(5)(ii]  of  this  section. 

26.  On  the  same  page,  the  heading  for 
paragraph  (c)(1)  is  corrected  to  read  as 
follows: 

(c)  *  *  *  (1)  Use  of  terms  such  as 
“sugars  free,  ’’  “free  of  sugars, "  “no 
sugars,  ”  “zero  sugars,  “  “trivial  source  of 
sugars,  ”  “negligible  source  of  sugars, " 
or  “dietarily  insignificant  source  of 
sugars." 

27.  On  the  same  page,  in  paragraph 
(c)(4),  in  line  3,  the  word  “meal  type”  is 
corrected  to  read  “meal-type". 

§  101.61  [Corrected] 

28. 'On  page  60474,  in  §  101.61  Nutrient 
content  claims  for  the  sodium  content  of 
foods,  in  paragraph  (b)(l)(ii),  the  word 
“sodium"  is  corrected  to  read  “salt”  the 
Hrst  time  it  appears;  in  paragraph  (b)(2) 
introductory  text,  in  line  4,  the  word 
“mealtype"  is  corrected  to  read  “meal- 
type". 

§  101.69  [Corrected] 

29.  On  page  60475,  in  §  101.69 
Petitions  for  nutrient  content  claims,  in 
paragraph  (m)(3),  in  the  second  line  from 
the  bottom,  “paragraph  (e)"  is  corrected 
to  read  “paragraph  (g)";  and  on  page 
60476,  in  paragraph  (n)(l),  in  paragraph 
“B.”,  in  line  5,  the  word  “indequate"  is 
corrected  to  read  “inadequate”. 

30.  On  page  60477,  in  the  first  column, 
in  paragraph  (o)(2)(ii),  lines  2  and  3  are 
corrected  to  read  “e.g.,  it  lacks  any  of 
the  data  required  by  this  part,  it 
presents”;  in  paragraph  (o)(3),  in  the 
second  line  from  the  bottom,  “paragraph 
(e)”  is  corrected  to  read  “paragraph  (g)”. 

§101.95  [CorrMted] 

31.  On  page  60477,  the  section  heading 
for  §  101.95  is  corrected  to  read  as 
follows: 


§  101.95  “FrMh,”  “frMhIy 
“fresh  frozen,"  “frozen  fresh". 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

(FR  Doc.  92-4731  Filed  3-5-92;  B:45  am] 
BIUJNQ  CODE  41S0-01-M 
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RIN  0905-AB67 

Food  Labeling:  Health  Claims;  Dietary 
Fiber  and  Cardiovascular  Disease; 
Correction 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Proposed  rule;  correction. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  correcting  a 
proposed  rule  that  appeared  in  the 
Federal  Register  of  November  27, 1991 
(56  FR  60582).  The  document  proposed 
not  to  authorize  the  use  on  foods, 
including  dietary  supplements,  of  health 
claims  relating  to  the  association 
between  dietary  Hber  and 
cardiovascular  disease.  The  document 
was  published  with  some  editorial 
errors.  This  dociunent  corrects  those 
errors. 

DATES:  Written  comments  by  February 
25, 1992.  The  agency  is  proposing  that 
any  Hnal  rule  that  may  issue  based  upon 
this  proposal  become  effective  6  months 
following  its  publication  in  accordance 
with  requirements  of  the  Nutrition 
Labeling  and  Education  Act  of  1990. 
ADDRESSES:  Written  comments  to  the 
Dockets  Management  Branch  (HFA- 
305),  Food  and  Drug  Administration,  rm. 
1-23, 12420  Parklawn  Dr.,  Rockville,  MD 
20857. 

FOR  FURTHER  INFORMATION  CONTACT: 

Joyce  J.  Saltzman,  Center  for  Food 
Safety  and  Applied  Nutrition  (HFF-265), 
Food  and  Drug  Administration,  200  C  St. 
SW.,  Washington,  DC  20204,  202-485- 
0316. 


In  FR  Doc.  91-27165,  appearing  on 
page  60582  in  the  Federal  Register  of 
Wednesday,  November  27, 1991,  the 
following  corrections  are  made: 

1.  On  page  60586,  in  the  second 
column,  in  the  first  paragraph,  in  the 
third  line  from  the  bottom,  “per  1,000 
kcal”  is  corrected  to  read  “g  per  1,000 
kcal”;  and  in  the  second  paragraph,  in 
the  second  line,  “Implication”  is 
corrected  to  read  “implications”. 

2.  On  page  60588,  in  the  Hrst  column, 
in  the  second  full  paragraph,  in  the  sixth 
line,  “3  soluble”  is  corrected  to  read  “3  g 
soluble”;  and  in  the  fourth  full 
paragraph,  in  the  seventh  line,  “(27”  is 
corrected  to  read  “(ages  27”. 

3.  On  page  60589,  in  the  second 
column,  in  the  third  full  paragraph,  in 
the  fourth  line  from  the  bottom,  the  word 
“was"  is  corrected  to  read  “were". 

4.  On  page  60590,  in  the  first  column, 
in  the  third  full  paragraph,  in  the  third 
line,  the  word  “isaqbol”  is  corrected  to 
read  “isagbol”. 

5.  On  page  60591,  in  the  Hrst  column, 
in  the  second  paragraph,  in  the  fourth 
line,  “Ref.  75”  is  corrected  to  read  “Ref. 
74”;  in  third  paragraph,  in  the  17th  line, 
“Ref.  74”  is  corrected  to  read  “Ref.  73”; 
in  the  fourth  paragraph,  in  the  second 
line,  “Ref.  73”  is  corrected  to  read  “Ref. 
72”;  in  the  second  column,  in  the  second 
line,  “Ref.  73”  is  corrected  to  read  “Ref. 
72”;  and  in  the  first  full  paragraph,  in  the 
eighth  line  from  the  bottom,  “Ref.  72”  is 
corrected  to  read  “Ref.  51”. 

6.  On  page  60594,  in  the  third  column, 
in  Reference  38,  “Stamler, ).,”  should 
appear  after  “38.”  and  “Population 
Studies  in”  should  appear  before  the 
word  “Nutrition”. 

7.  On  page  60595,  in  the  third  column. 
Reference  72  is  removed  and  References 
73,  74,  and  75  are  correctly  redesignated 
as  References  72,  73,  74,  respectively. 

Dated:  February  21, 1992. 

Michael  R.  Taylor, 

Deputy  Commissioner  for  Policy. 

(FR  Doc.  92-4732  Filed  3-5-92;  8:45  am] 
ULLNIQ  CODE 


